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ROWTATE: Return To Work After Trauma
PARTICIPANT INFORMATION SHEET

A large-print version of this sheet is available on request.
You have been invited to take part in a research study called ROWTATE. Before you decide if you want to take part, we would like to explain why the research is being done, how we will use the information we have about you, and what the study will involve.
Please read this information carefully, and discuss it with others if you like. Ask us if anything is unclear, or if you would like more information.
Once you have read this information, the Researcher will talk to you about the study again and you can ask any questions you like.

· Part 1 tells you the purpose of this study and what will happen to you if you take part.
· Part 2 gives you more detailed information about the conduct of the study.
Take time to decide whether or not you wish to take part.
How to contact us 

If you have any questions about this study, please talk to your doctor at 
<<Enter PI, nurse name >>

<< Contact details for site>>
Thank you for reading this information sheet.

Part 1 - overview
What is the purpose of the study?
Getting back to work, voluntary work or education after an injury can be difficult. Many patients with serious injuries can have difficulties returning to work because of the physical and psychological effects of the injury. This can lead to financial and other problems. Overall, being in work is better for health than long-term unemployment or prolonged sick leave. We therefore want to find out the best way of helping patients make a successful return to work, voluntary work or education. The ROWTATE study aims to test a return to work support programme we have developed to help seriously injured patients make a successful return to work. 
We want to test whether this type of support is more effective than usual trauma care at returning people to work after traumatic injury. This study will compare the two. If findings show that the new support is better than usual care, it may help change the support offered to trauma patients in the future. 

Please note that not all participants in the study will receive the return to work support programme that we have developed. Participants will be randomly allocated to receive the return to work support alongside the usual trauma care being provided, or to continue receiving the usual trauma care only. (Further information about this is provided on the next page).
What is the return to work support programme?

The return to work support involves an occupational therapist, experienced in work 
issues and serious injuries, working with you to find out how your injuries might affect you returning to work and if so, to help you in returning to and remaining in work or education.. The programme will be tailored to your needs.
The ROWTATE study will begin within 12 weeks of your injury; depending on how long you stay in hospital and when you are ready to start thinking about getting back to work. If you are allocated to receive the return to work support you will be allocated a ROWTATE occupational therapist who will make regular contact with you on a one-to-one basis. Many patients will not experience significant psychological problems after an injury. However, if through the ROWTATE study you are found to have moderate or severe psychological problems, you will be offered an assessment.. This assessment can indicate if you might benefit from further treatment from the psychologist or support from other services. 
Given current COVID19 social distancing restrictions, most contacts will be conducted remotely either by phone or using online video calls. If a meeting cannot take place remotely, the therapist will arrange to meet at a safe location where government restrictions on social distancing can be followed.
The return to work support programme may continue for up to 12 months, depending on your needs. If you have ongoing needs at the end of the 12 month period the occupational therapist will discuss other sources of support that are available to you. 

What is usual trauma care? 

The alternative to receiving the return to work support programme is to receive usual NHS care and rehabilitation. This may involve some support with returning to work but services vary in different areas and there is no guarantee this will be available. 
Why have I been asked to take part ?

You have been invited to take part because you were admitted to a major trauma centre. We are inviting all patients who have suffered traumatic injury within the last 12 weeks. Your care team has helped us to identify who to ask.
Do I have to take part?

No, your participation in the ROWTATE study is voluntary and you may withdraw your consent to take part at any time, without giving us a reason. 
If you decide to take part, you will be given this information sheet to keep. You will be asked to confirm you would like to take part in the study either in person or via telephone/email. If you agree to take part you will be asked to complete a consent form or confirm via telephone you are happy to participate in the study. 
A researcher will then complete a questionnaire with you about you and your injury, your work, your current health and ability to do everyday activities and any health appointments you attended. This will be in the hospital if you are still an inpatient, at home, in clinic (if you have been discharged) or via telephone / video call; whichever is more convenient for you. This questionnaire can also be completed online if you prefer.
If I want to, will I definitely be able to take part? 
Unfortunately, no. Although we think you might be suitable to take part, we will still need to ask you some questions to make sure you are suitable and the study is appropriate for you. 

If it is not appropriate for you to take part, we will discuss this with you and will keep a record of why you were not able to take part.
What is randomisation?
Following completion of your questionnaire, you will either be allocated to receive the return to work support plus usual trauma care or to continue receiving usual trauma care only. The best way to compare the two approaches is deciding by chance (‘randomly’) who gets which one - this is called ‘randomisation’. At the end of the study the two groups can be compared to see whether one approach is more helpful than the other. Neither the researchers nor the care team can influence whether you receive the return to work support - this is done randomly by a computer at the Research Office (at the University of Leeds).
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What will happen to me if I take part?












What are the possible disadvantages and risks of taking part?

The ROWTATE study does not involve any medication or invasive medical treatment and we do not anticipate any risks to taking part. 

Participating in the study will need you to be committed to physical and mental preparation for returning to work or study. Patients may find discussing their problems is distressing, but researchers and occupational therapists will be trained to discuss these issues sensitively. If you experience moderate or severe psychological problems you will be offered an assessment. This assessment can indicate if you might benefit from treatment from the psychologist or support from other services. With your consent, your GP will be informed about your participation in the study, so that you can consult your GP if you need additional support.

What are the possible benefits of taking part?

A similar programme of return to work support has already been shown to help patients with other conditions make a successful return to work. We therefore hope that this programme will help to support people with traumatic injury in returning to work, Your involvement in the study may also help future patients with traumatic injury to make a successful return to work.

What happens when the research study stops?
If you have ongoing needs at the end of the 12 month period the occupational therapist will discuss other sources of support that are available to you.

After the study has ended we will analyse the data we have collected. Findings may be published as articles in research journals and presented to patient or service provider groups, at academic conferences and to relevant charities. You will not be identifiable in any publications or presentations.

Will my taking part be kept confidential?

If you decide to participate in the ROWTATE study the information collected about you will be handled confidentially and strictly in accordance with relevant data protection laws, including General Data Protection Regulations (GDPR) and the Data Protection Act 2018. Please refer to Part 2 for further details.
Contact Details

If you have any questions or would like more information, you can speak to the Researcher, whose details can be found on page 1 of this information sheet.
If you would like further information about clinical research, the UK Clinical Research Collaboration (a partnership of organisations working together on clinical research in the UK) have published various resources to help people learn more about clinical trials. Contact UKCRC: Tel: 0207 395 2271; email: info@ukcrc.org; website www.ukcrc.org.
This completes Part 1 of the Information Sheet. If the Information in Part 1 has interested you and you are considering participation, please continue to read the additional information in Part 2 before making any decision.

Part 2 – more about this study
What will happen if I don’t want to carry on with the study? 

Your participation is voluntary, and you are free to withdraw at any time, without giving a reason, and without your legal rights or medical care being affected. However, we would like to know the reason if you are willing to say. Before deciding to stop, you should talk to your study contact. They can advise you and may be able to deal with any concerns you may have. If you decide to stop taking part at any time it will not affect the standard of care you receive.
If you tell us that you want to stop completing follow up questionnaires, we will stop asking you to complete them. You can still take part in the trial if you stop these, and you can change your mind later and start completing them again, if you want to.

If you decide to stop study visits or assessments, to make sure the research is still reliable, we will need to keep the information we have already collected about you, and include it in the study analysis
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.
Who has organised, reviewed and funded the research and who will be supervising it?

This study is organised and run by Nottingham University Hospitals NHS Trust and the Clinical Trials Research Unit (CTRU) at the University of Leeds. The study is funded by the National Institute for Health Research (NIHR) and has been reviewed by the NHS by the North of Scotland Research Ethics Committee.

The study has also been reviewed and approved by the Research & Innovation department of Nottingham University Hospitals NHS Trust.

What if something goes wrong?

In the event that something does go wrong and you are harmed during the research study there are no special compensation arrangements.  If you are harmed and this is due to someone’s negligence, then you may have grounds for a legal action for compensation but you may have to pay your legal costs.  

If you have a concern about any aspect of this study, you should ask to speak with the researchers who will do their best to answer your questions. If you remain unhappy and wish to complain formally, you can do this through the NHS Complaints Procedure.  Details can be obtained from the hospital or you can contact the Patient Advice and Liaison Service (PALS) telephone <xxxx xxxxxxx>.

How will my data be used?

All information collected during the course of the trial will be kept strictly confidential. The CTRU (Clinical Trials Research Unit) and Nottingham University Hospitals NHS Trust will act as joint Data Controllers (legally responsible for the data security)  for this study under the General Data Protection Regulations (GDPR). This means that we are responsible for looking after your information and using it properly. The Chief Investigators of this study (Dr Kate Radford & Professor Denise Kendrick) are the Data Custodians (manage access to the data). 
Information will be held securely on paper and electronically at the CTRU and the University of Nottingham. The CTRU, the University of Nottigham and NUH will comply with all aspects of the 2018 Data Protection Act (and any future data protection laws). 
To safeguard your rights, we will use the minimum personally-identifiable information possible. Your personal data (e.g. your name, date of birth, NHS number, address, telephone number(s), email address (if you have one)) and GP details) will be collected when you are randomised into the trial. Upon randomisation you will be allocated a unique trial number which will be used on all data collection forms, as well as your initials and date of birth.  Removal of your name and address will ensure you cannot be recognised from this data whilst allowing us to have sufficient information to link research data (data collected for the purposes of this research study) with your healthcare records. 

<<Your trauma centre>> will collect information from you and/or your healthcare/medical records for this research study in accordance with our instructions. The clinical team may access your medical records to confirm you are suitable to take part in this study.  Data on your injuries and rehabilitation prescription will also be extracted from your  medical records to allow injuries and rehabilitation needs to be accurately described. Your healthcare and medical records may also be looked at by authorised individuals from the research team, the Nottingham University Hospitals NHS Trust (the study Sponsor), the NHS Trust and regulatory authorities to check that the study is being carried out correctly. 
The consent form that you sign will record personal details including name, date of birth and NHS number and will be stored at the CTRU.
Your personal data is collected to enable the research team to:

1) Contact your GP - We will inform your GP that you are taking part in this study and provide them with a copy of this information sheet. 
2) Send follow up questionnaires to you via post or email.  
3) Send text and/or email reminders (if you provide your mobile number / email address). Your contact details will be sent to CTRU by post, fax or secure electronic transfer.

4) Contact you about the research study (for example, to make sure relevant information about the study is recorded for your care and to oversee the quality of the study).
We will only be able to work out if the ROWTATE programme is successful if we know whether study participants have returned to work or not. We will ask you for this information on study questionnaires. If we are unable to obtain this information from you directly, and if you consent to this, we may share minimally required personal data (e.g. your initials, address and date of birth) with the Department for Work and Pensions (DWP) to find out about return to work. Only information on return to work will be requested and we will not be given any further details such as salary or income. Any information we receive from the DWP will be anonymised meaning you cannot be identified from the information we receive.
Information needed for study purposes will be collected on paper forms and sent (usually using standard Royal Mail but in some cases by secure email) to the study team at the CTRU. Data may also be collected electronically (entered directly onto a secure database). 
Data received via post or email will be entered onto secure databases held at the University of Nottingham, and the CTRU. Only data collected to answer the research question will be used in the study analysis. Access to electronic data will be limited to the study staff and investigators and any relevant regulatory authorities. Access to the electronic database and secure networks will be restricted by user identifiers and passwords.
At the end of the study your personal data and research data will be securely transferred to the Nottingham University Hospitals NHS Trust (sponsor) and a copy stored securely at the CTRU and the University of Nottingham. In line with Good Clinical Practice guidelines, your personal data will be kept for 6 to 12 months after the end of the study. All research data will be kept securely for a minimum of 7 years after the end of the study. During this time, all precautions will be taken by all those involved to maintain your confidentiality and only members of the research team given permission by the data custodian will have access to your data. After this time your data will be disposed of securely. 

Every effort will be made to ensure that any further information about you that leaves the hospital will have information removed so that you cannot be recognised from it; this information will usually be removed by a member of the study team at your hospital, but may also be removed by the CTRU upon receipt. 
Online Questionnaires 

If you agree to use the online system (called REDCap) to complete your questionnaires, we will provide further details about how to use this system. The personal information that we will collect using REDCap will include your email address, mobile number and your questionnaire data. By providing this information, data will be collected and used in accordance with the study-specific information that you have been provided. 
When your questionnaire data is stored, your personal information will be kept in a secure data centre at the University of Leeds.
Additional study: Interviews and observations of care  
In addition to the main trial, you may be invited to be interviewed and observed whilst you are meeting with staff providing the ROWTATE study. The Researcher will provide you with a separate information leaflet about this. If you are interested in taking part please complete this leaflet and hand in to the researcher. This is entirely optional and if you agree to take part you will be free to withdraw at any time. 
Data Access

The data collected for the study will be looked at and stored by authorised persons from the research teams at the CTRU, Nottingham University Hospitals NHS Trust and University of Nottingham. They may also be looked at by authorised people from regulatory organisations to check that the study is being carried out correctly. All will have a duty of confidentiality to you as a research participant.
Although the information we collect about you is confidential, should you disclose anything to us which we feel puts you or anyone else at risk, we may feel it necessary to report this to the appropriate persons.

You can find out more about how we use your information: 
Nottingham: 
www.nuh.nhs.uk/patients-and-public-ri
CTRU:
https://ctru.leeds.ac.uk/privacy/
As a Trust/university, we use personally-identifiable information to conduct research to improve health, care and services. As a publicly-funded organisation, we have to ensure that it is in the public interest when we use personally-identifiable information from 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 your data in the ways needed to conduct and analyse the research study. 
Health and care research should serve the public interest, which means that we have to demonstrate that our research serves the 
interests of society as a whole. We do this by following the UK Policy Framework for Health and Social Care Research.
If you wish to raise a complaint on how we have handled your personal data, you can contact our Data Protection Officer who will investigate the matter. If you are not satisfied with our response or believe we are processing your personal data in a way that is not lawful you can complain to the Information Commissioner’s Office (ICO).
Our Data Protection Officer can be contacted using the following details: 

•
Email: DPO@leeds.ac.uk  

•
General postal address: University of Leeds, Leeds LS2 9JT, UK

•
Postal address for data protection issues: University of Leeds, Room 11.72 EC Stoner Building, Leeds, LS2 9JT

•
Telephone number: +44 (0)113 243 1751
Future Research 
All research data will be kept securely for a minimum of 7 years following the end of the study and may be used in possible future research during that time if you have provided consent for this. Such usage in future research would have to be approved by investigators at the University of Nottingham, Nottingham University Hospitals NHS Trust and the National Institute for Health Research before anonymised data is released. 
What will happen to the results of the research study? 

When the study is complete the results will be published in a medical journal and presented at academic conferences, but no individual participants will be identified. The results willalso be made available to all participants via the ROWTATE website: 
https://www.rowtate.org.uk/the-rowtate-project

1) You will be asked to confirm you would like to take part in the study either in person or via telephone. If you agree to take part you will be asked to complete a consent form or confirm via telephone you are happy to participate in the study.





2) The researcher will complete a questionnaire with you about you and your injury, your work, your current health and ability to do everyday activities and any health appointments you attended.


It will take approximately 45 minutes to complete.





3a) Randomly allocated to receive the return to work support (as well as usual trauma care).





4) An occupational therapist will arrange a meeting with you within 12 weeks of injury (most likely to be conducted remotely either by phone or online videoconferencing) to discuss the return to work support. How often you see the therapist will depend on your needs but may be once every 2-4 weeks for up to 12 months. With your permission, the therapist can meet with you and your employer to discuss and carry out any potential return to work plans. You may also continue to receive any usual trauma care alongside the return to work support.  





3b) Randomly allocated to continue receiving usual trauma care.





We currently do not know if the return to work support will help injury survivors get back work so both groups are equally as important for the study.








A relative/friend/carer can help you complete the questionnaires.








If you are contacted by telephone remember the researcher does not know who is receiving the return to work support, so please remember not to talk to them about this.





5) You will be asked to complete questionnaires which will be sent to you at 3, 6 and 12 months after you joined the study (either via post or online). We may also contact you about the study by text message or email. You will be asked to complete the questionnaires even if you are not receiving the return to work support - the information you provide is equally important.





5) You will be asked to complete questionnaires which will be sent to you at 3, 6 and 12 months after you joined the study (either via post or online). We may also contact you about the study by telephone or text message. You will be asked to complete the questionnaires even if you are not receiving the return to work support - the information you provide is equally important.





5) You will be asked to complete questionnaires which will be sent to you at 3, 6 and 12 months after you joined the study (either via post or online). We may also contact you about the study by telephone or text message. You will be asked to complete the questionnaires even if you are not receiving the return to work support - the information you provide is equally important.





5) You will be asked to complete questionnaires which will be sent to you at 3, 6 and 12 months after you joined the study (either via post or online). We may also contact you about the study by telephone or text message. You will be asked to complete the questionnaires even if you are not receiving the return to work support - the information you provide is equally important.





You will receive a £10 (gift voucher) for completion of every questionnaire as a token of our appreciation.





6) A study researcher may invite you to be interviewed and observed whilst you are meeting with staff providing the ROWTATE study. This will be done to find out your views and experiences of being a participant on the study.  You do not have to do this if you do not want to.





5) You will be asked to complete questionnaires which will be sent to you at 3, 6 and 12 months after you joined the study (either via post or online). We may also contact you about the study by telephone or text message. You will be asked to complete the questionnaires even if you are not receiving the return to work support - the information you provide is equally important.





6) A study researcher may invite you to be interviewed and observed whilst you are meeting with staff providing the ROWTATE study. This will be done to find out your views and experiences of being a participant on the study. the interview will be audio recorded and typed up by a trusted transcription service known to the university, As part of this, the researcher will also look at the records ROWTATE staff have made on the care you have received.


  You do not have to do this if you do not want to.
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