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Do Non-steroidal Anti-inflammatory drugs Mask Inflammation in Spondyloarthritis on MRI

PATIENT INFORMATION LEAFLET


You are invited to take part in a research study called DyNAMISM.  Before you decide it is important for you to understand why the research is being done and what it will involve.  Please take time to read the following information carefully and discuss it with others, such as your GP and relatives, if you wish.  Please contact us if there is anything that is not clear or if you would like more information.


Please take as much time as you like to decide.
Contact details:
 Laura Moir (Study Co-ordinator) by phone 01224 437421  or email:                                           prj-dynamism1@abdn.ac.uk
Dr Gareth Jones (Chief Investigator) by phone 01224 437143 or email: gareth.jones@abdn.ac.uk




1.  Introduction
We are studying the use of non-steroidal anti-inflammatory drugs (NSAIDs, such as naproxen or arcoxia) in axial spondyloarthritis (axSpA).  Magnetic Resonance Imaging (MRI) is commonly used to look for inflammation in the sacroiliac joints (the joints where the spine meets the pelvis), something which is a key feature of the disease. Many patients with axSpA take NSAIDs to help manage their pain – these may be over-the-counter medicines, or on prescription from their doctor.  We believe, however, that the use of NSAIDs may hide the appearance of inflammation in the sacroiliac joints when viewed on MRI.  If this is true, it (a) may prevent some patients from receiving the correct diagnosis; and (b) may mean that some patients are unable to be given the most appropriate medication for their disease.

2.  What is the purpose of this study?
The purpose of this study is to investigate whether, among patients with axSpA, the use of NSAIDs reduces the appearance of inflammation in the sacroiliac joints when viewed with MRI.  This will allow us to investigate whether a ‘NSAIDs free’ period (known as a washout period) helps doctors make a diagnosis of axSpA. It is possible that, at the end of the study, we make the recommendation that patients should stop taking NSAIDs, for a short period, before MRI scans.  Because of this, it is also important to find out whether patients can tolerate a short period without their NSAIDs.  Other pain medication may be taken during this period if required.  

3.  Why have I been invited?
We are asking you to take part in this study because:
(a) You have been diagnosed with axSpA; or
(b) Your doctor thinks you need an MRI scan to help him or her decide whether you have axSpA.

4.  Do I have to take part?
No.  It is up to you to decide whether to take part.  If you decide to take part, you are still free to withdraw at any time and without giving a reason.  A decision to withdraw at any time, or a decision not to take part, will not affect the standard of care you receive.

5.  What will happen if I decide to take part?
If you volunteer for the study we will ask you to come into your local hospital for an initial visit with a research nurse, after which you will stop taking any NSAIDs for two weeks. During this visit the research nurse will discuss the wash out period, answer any further questions and undertake consent, which will be recorded in writing using a consent form. After the two weeks without NSAIDs you will have an MRI scan of your sacroiliac joints.  The scan will take around 25 minutes, although the total visit may last up to 1 ½ hrs. 

The scan will be examined by experts who will decide whether there is any inflammation in your sacroiliac joints.  After the scan, you will then restart your usual NSAIDs medication but depending on the results of the first scan, you may be asked to return for a second scan six weeks later.
Your participation will involve the following:

(i) Agree to participate in telephone screening 
(ii) Agree to stop taking your NSAIDs medication for two weeks and complete a pain diary.  (Other pain medication may be taken during this period.)
(iii) Agree to undertake an MRI scan of your sacroiliac joints after the two week ‘NSAIDs free’ period.
(iv) Agree to provide a blood sample.
(v) Agree to complete a questionnaire at each visit. 
(vi) Agree to respond to weekly text messages. 
(vii) Agree to undertake a second MRI scan of your sacroiliac joints, if required, after six weeks of returning to your usual NSAIDs.

The entire study will involve a maximum of three visits (one for consent, two for MRI scans) and you will be involved for a maximum of two months.  The visits will take place at your local hospital. Any travel expenses and parking fees which you incur will be reimbursed up to £10 per visit, on production of receipts. Your GP will also be informed of your participation.

6.  What will the blood sample be tested for?
In patients with axSpA, doctors often test the level of ‘C-reactive protein’ (or ‘CRP’) in the blood, which gives an indication of the level of inflammation.  This is also an important measure used in the diagnosis of axSpA.  As well as examining whether the level of inflammation in the sacroiliac joints changes in the presence / absence of NSAIDs, we will use this blood test to examine whether any change is also detectable in the blood. The blood test will involve giving about a teaspoon of blood.

7.  What will the questionnaires involve?
We will ask you to complete a questionnaire at each study visit. The questionnaire will take about 10-15 minutes to complete. This will allow us to collect data about your disease activity, medication use, pain and general health. Demographic information such as your age, gender, education and employment, will be gathered to allow a general description of the study population and comparability with other participants.  Medical records from primary and secondary care will be accessed by the research nurse to help collect clinical data. 

We will also give you a diary to complete to record any pain that you experience during the weeks without NSAIDs.  In addition, when you go back on to your NSAIDs, we would like to record which NSAIDs you are taking and how often.  We will send a weekly text message during the six week period in between scans to record this information.

8.  What are the possible disadvantages of taking part?

MRI scans
The MRI scanner is very safe and does not expose participants to any radiation.  It is a commonly used investigation but you will be asked several questions beforehand to ensure that it is safe for you to go into the scanner.  You will need to remove all metallic objects.  You will be asked to lie still inside the scanner for up to thirty minutes.  Some MRI scanners are enclosed and have little space but if at any time you feel uncomfortable then you can communicate this to the radiographer who will help.

For further information about MRI scans please see the separate MRI leaflet we have included.

Blood sample
CRP is a routine blood test for patients with axSpA. However, there are some minor risks associated with giving blood, for example, infection, excessive bleeding, bruising, fainting or dizziness, haematoma (a collection of blood under the skin similar to bruising). The research nurse is trained to take appropriate action if any of these things occur.

Can I bring a relative or friend?
Yes, you may be accompanied.  Before you enter the examining room, any relative or friend that might be allowed to accompany you will be asked questions to ensure that he or she may safely enter the scanning room.  He/she will also be asked to remove all metallic objects and will need to fill out a screening form.

Two week NSAIDs free period
NSAIDs are used by patients to help reduce swelling and manage pain.  If you stop taking your NSAIDs then it is possible that you will experience an increase in pain.  During the two weeks you will be able to take other pain killers e.g. paracetamol or co-codamol.  The research nurse will give you a list of medications you should not take, and a list which you can use to manage your pain in the NSAIDs free period.  You should not take more than the recommended daily dose of the other painkillers.

If the scan (or blood test) identifies something of clinical concern, the information will be forwarded to your rheumatologist and dealt with as per usual NHS care.

9.  What if I am in too much pain and want to restart my NSAIDs?
It is important for the study that you remain off all anti-inflammatory medication during the two week NSAIDs free period.  However, if your pain is so severe that you need to re-start, then you should do this.  We would request that you tell us about this as soon as possible (see contact details below).  It is important to tell us because part of the study is about whether patients can tolerate two weeks without the use of NSAIDs, or not.  At this point your participation in the study will be complete.  This will not in any way affect your standard of care which will continue as before. Any clinical information, obtained up to the point of leaving the study, will continue to be used for the study.


10.  What are the possible benefits of taking part?
You will not necessarily benefit from taking part in this study. However, it may be that a medical condition other than axSpA is found.  In the event that a new medical problem is identified, you will be appropriately referred and treated.  The information we get from this study may help us to diagnose and treat future patients with axSpA better.  The scan results will also be sent to your consultant which may result in a change in medication to manage your disease better.

You will be compensated for your time with a £50 gift voucher.

11.  What if something goes wrong?
If you have a concern about any aspect of this study, you should ask to speak to the researchers who will do their best to answer your questions, details are at the bottom of this information sheet.  If you remain unhappy and wish to complain formally, you should contact:
	
NHS Grampian Feedback Service [EACH SITE TO EDIT AS APPROPRIATE]
Summerfield House
2 Eday Road
Aberdeen AB15 6RE 
Tel: 0345 337 6338 	E-mail nhsgrampian.feedback@nhs.net

12.  What will happen if I don’t want to carry on with the study?
You can withdraw from the study at any time without giving a reason if you wish and this will not affect your standard of care.  If you do withdraw from the study, we will destroy all of your identifiable data and samples, but unless you specifically ask otherwise, we will retain and use any data (including samples and MRI images) collected as part of the study, up to that point.

13.  Will my taking part in this study be kept confidential?
All information, which is collected about you during the course of the research, will be kept strictly confidential and only available to your local study team and to the study team at the University of Aberdeen.

For the protection of study participants, there are various authorities that oversee clinical research in the UK.  All clinical and questionnaire data will be anonymised and entered directly onto the study database by the If required, identifiable information will be accessible to individuals from these authorities, from the study sponsor (University of Aberdeen), or from the NHS, for auditing and monitoring purposes. Your confidentiality will be protected at all times.  Study monitoring is a routine procedure and part of the safeguards to ensure that research is being conducted in accordance with ethical and legal frameworks such as the Data Protection Act 1998.

When you enter the study you will be given a unique study number which will be used to enter your data onto a secure database.  All information about you will be coded with the study number and will be stored securely on computers at the University of Aberdeen.  Your name and contact details will be stored separately from all other study materials and all data storage (both paper and electronic) will be kept secure at all times.  If you consent, data from the study may be kept and used in future studies. Such studies will require ethical approval, and will be bound by the same confidentiality agreements of the current study.

14.  What will happen to the results of the research study?
The findings of the study will be made known through the scientific and medical literature.  No one will be able to identify you through these reports.  Copies of the results will be available from the researchers.

[image: ]15.  Who is organising and funding the research?
Arthritis Research UK is the organisation funding this research.  The study is being co-ordinated and co-sponsored by the University of Aberdeen and NHS Grampian.

16.  Who has reviewed this study?
This study has been reviewed by scientists and doctors on behalf of Arthritis Research UK, to ensure the scientific quality of the study, and has also been approved by an NHS Ethics Committee.

17.  How can I take part?
If you would like to take part in our research study please fill in the attached reply slip and post it to us in the prepaid envelope.  A research nurse from your local study site will contact you to arrange a meeting
18.  How can I find out more about the study? For more information please contact:
	DyNAMISM Study Office
University of Aberdeen
First Floor Health Sciences Building
Foresterhill
Aberdeen AB25 2ZD
Phone: 01224 437421
Email: prj-dynamism1@abdn.ac.uk
https://w3.abdn.ac.uk/hsru/DyNAMISM
	Local centre contact details





If you would like to have independent advice on whether or not to take part in the study, please contact Dr Elizabeth Jones by phone 01224 437139 or email: elizabeth.ferguson-jones@abdn.ac.uk




Thank you for taking the time to read the information sheet, which you should keep for future reference.
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