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Study title: 

Comparison of abatacept with tumor necrosis factor inhibitors in 
the treatment of rheumatoid arthritis pain: A phase IV trial  

Biologics for RA-pain (BIORA-PAIN)  

Patient Information Sheet (PIS) 

Study Title: Comparison of abatacept with tumor necrosis factor inhibitors in the 

treatment of rheumatoid arthritis pain: A phase IV trial 

Chief Investigator: Professor Nidhi Sofat  REC ref: 275063 

Introduction 

You are being invited to participate in a research study. Before you decide whether 

to take part, it is important to understand why the research is being done and what it 

will involve for you.  

Please read the following information carefully and discuss it with others if you wish. 

We will go through the information sheet with you and answer any questions you 

have. We would suggest this would take about 25 minutes. 

 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. 





Please ask if there is anything that is not clear. Take time to decide whether or not 

you wish to take part, you would be free to withdraw from the study at any time 

without giving a reason. If you decide not to take part, your treatment in hospital will 

not be affected by your decision. 

As you are most likely aware, due to the outbreak of Covid-19 (Coronavirus) St 
Georges, like other hospitals, is treating Covid-19 patients. We are taking extra steps 
to ensure both staff and patients are kept safe at all times and to prevent any further 
spread.   

We would like to reassure you that we are taking every step possible to ensure your 
visit is as safe as possible, as part of this you will be asked to follow our Hospital 
policy on social distancing and PPE whilst you are here for your visit.  
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Staff will be adhering to strict cleanliness guidelines and, in some cases, this may 
mean full PPE.   

Please attend for the appointment on your own if at all possible. Do not bring any 
children or relatives. Exceptions to this are official Carers or a Parent / Guardian of a 
Paediatric Patient.  

Please don’t attend if you:  

1)Have been informed that you are in a vulnerable group and should not attend 
hospital (unless specifically instructed by your doctor that the scan is needed)  

2)Have a household member, or are yourself, currently experiencing any COVID-19 
symptoms   

Then you must stay at home and please contact us to let us know so we can 
postpone your appointment. If you feel your appointment is no longer needed, please 
let us know.   

Further Note:  

Routine medical appointments are an exception to social isolation rules.   

Unless you have received a shielding letter, or are currently self-isolating due to 
COVID-19 exposure, you are permitted to travel to your appointment.  

If you have concerns, please don’t hesitate to contact us (see below for details). 



Part 1 

What is the purpose of the study? 

Rheumatoid arthritis (RA) is the most common form of arthritis worldwide, with a 

prevalence of 1-2%. 

A challenge for RA management in the clinic is to tailor patients for the most 

appropriate treatment at the correct time to achieve optimal disease control and to 

maintain the patient’s arthritis, so that it is kept under control for as long as possible. 

In the clinic, many disease modifying anti-rheumatic drugs (DMARDs) are effective 

at achieving control of inflammation, but pain remains a major problem in RA and in 

some patients treated even with biologic agents, pain control remains an 

unaddressed issue. 

In this study, we will compare pain outcome profile in people with RA on established 

treatment with abatacept or adalimumab. 
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Why have I been invited? 

You have been asked to participate as you have been diagnosed with inflammatory 

arthritis and continue to experience pain despite receiving care with biologic 

treatments.   

We intend to evaluate your pain profile and inflammatory markers to assess 

differences in pain outcomes before and after treatment of abatacept or adalimumab 

biologics.  

With the recent coronavirus pandemic, people may be understandably be concerned 

about the risk of exposure to coronavirus by attending the hospital. You are being 

invited to attend as part of your usual treatment for rheumatoid arthritis. The risk of 

infection to you by attending the hospital is therefore no more than routine exposure 

in the environment. 

Do I have to take part? 

No, you do not have to be in the trial. It is up to you to decide whether or not to take 

part. We will describe this study and go through this information sheet. If you do 

decide to participate, you will be given this information sheet to keep and asked to 

sign a consent form. You are still free to withdraw at any time and you do not have to 

give a reason. A decision to withdraw at any time or not to take part will not affect the 

standard of care you receive. Participation in this study will also not alter your normal 

clinical care. 

What will happen to me if I take part? 

You are being given this information sheet because your rheumatologist has 

assessed you and decided that you need biologic treatment for your arthritis, which 

involves injections. The team looking after you will train you in how to give the 

injections and monitor your progress.  

You have been given this information sheet because your arthritis is active and your 

Rheumatologist has advised that you require stronger treatment to help control your 

arthritis. In this study, you will receive either adalimumab or abatacept treatment, 

which has been agreed by the doctors looking after you. Sometimes we don’t know 

which way of treating patients is best. To find out, we need to compare different 

treatments. We put people into groups and give each group a different treatment. 

The results are compared to see if one is better. Which treatment you are given will 

be decided by chance (like tossing a coin) and you will have a 50:50 chance of being 

on either treatment. This is called ‘randomisation’. Both treatments on the study, 

either adalimumab or abatacept, are injection treatments for rheumatoid arthritis 

when the arthritis has not been controlled with other treatments. 
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Prior to the study 

Before taking part in the study you will be given time to read this information leaflet 

and will have the chance to ask any questions regarding your involvement in the 

study. 

If you choose to participate, one of the researchers carrying out the study will ask 

you to sign a consent form which will allow us to consider you for the study. 

Once your diagnosis has been confirmed we will ask you some screening questions 

about your medical history. You should tell your doctor about any medicines you are 

taking.  

During this visit we will also ask you to fill in questionnaires regarding your current 

level of pain and we will perform blood tests to confirm your diagnosis. The blood 

test is part of routine care that you would normally receive whether you enter the 

study or not. You will also be asked to undergo a chest x-ray before you are 

accepted into the trial. If you are a woman, we will ask that you take a urine 

pregnancy test. If you are pregnant you will not be able to take part in the trial.   

 

During the study 

What do I have to do? 

For the study you will need to attend 5 appointments in total over the course of 12 

months. 

The first appointment will be your baseline visit and will last approximately 1 hour 

and a half. The 2nd appointment will take place 3 months after your 1st visit and will 

last approximately 1 hour. Your 3rd appointment will take place 6 months after your 

1st visit and will last approximately one hour. Your 4th appointment take place 9 

months after your 1st visit and will last approximately one hour. Your fifth 

appointment will be your last visit, 12 months’ after your 1st visit and will last 

approximately 1 hour. As much as possible, the appointments will be planned around 

your usual visits to the hospital when you receive your arthritis care. 

If you agree to volunteer, during your first visit you will be trained by one of the 

members of the study team to self-administer the injection you have been 

randomised to. The drug will then be delivered to your home address for you to 

administer at home.  

At each visit you will be asked to complete a set of questionnaires to assess your 

levels of pain and you will also have a clinical examination called quantitative 

sensory testing (QST) which uses a hand-held pressure probe, called an ‘algometer’, 

to measure your levels of pain.  
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After the pain testing you will have a blood test for DNA analysis. The blood test will 

be used to compare your DNA with the DNA from other RA patients to see how DNA 

is affected by arthritis. A urine sample will also be taken which will be used for 

protein analysis of specific markers of RA. 

You will also be asked to complete a diary card that you should bring to each study 

visit.  

If you agree to take part in the study you will complete your 5 visits over 12 months, 

at which point the trial will end and you will have the routine care you would normally 

receive in an NHS clinic. This may not include the treatment you were receiving as 

part of the study.  

You may also be invited to take part in two separate sessions which will ask you 

about your experience of living with your condition during the coronavirus pandemic. 

We will ask you about how you dealt with various issues such as shielding, taking 

your medication, what impact coronavirus had on your condition and managing your 

daily activities. This part of the study is entirely optional and it is your choice whether 

or not to take part. 

What are the disadvantages and risks of taking part? 

Pain Assessments 

You will have a clinical examination using a hand-held pressure probe, called an 

algometer, placed across several different points of your body including points at the 

metacarpophalangeal (MCP) joints, wrists, sternum, shoulders, patella and 

malleolus. The pressure probe will be applied to each part of the body being 

assessed 3 times for each area. You will be asked to tell the team doing the 

assessment when the pressure that you are feeling from the probe changes to pain. 

At that point, the study team member will stop applying pressure and give you a 

break until the next measurement. The study team member will continue with taking 

measurements until all the regions being measured are completed. 

Most people may have a short period of discomfort while these tests are being 

performed, but they do not normally last for more than 30 minutes. 

Blood and urine Test 

You will also have a blood sample taken (approximately 2 teaspoons) and a urine 

test at each study visit. Although blood tests are relatively safe procedures, there are 

potential risks such as bruising or excessive bleeding. However, these risks are 

relatively low and the blood test will only be performed by a qualified member of 

staff. Urine tests will also be collected at each study visit.  

The blood and urine samples taken will be added to a Biobank. Samples will be 

stored indefinitely in a Biobank after completion of the study. 
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If we find any significant findings on your donated samples, you will be notified by the 

study team.  

What are the benefits of taking part? 

This study aims to better understand how people experience pain in arthritis. Your 

participation in this study is therefore likely to help us gain a deeper understanding of 

why and how people experience pain in arthritis. However, you will not directly 

benefit from taking part in this study. 

As part of this study, we will be obtaining pain reporting, sensory testing and DNA 

analysis comparing people who have arthritis and are receiving different biologics in 

order to further explore which pain pathways might be switched on in people who 

have arthritis. Such information may help us to gain deeper understanding on 

biologic therapies for RA and to allow us to give patients the most appropriate 

treatment at the correct time to achieve optimal disease control. 

Participation in this study will not affect your routine clinical management and may 

not directly benefit you. 

Potential side effects of the treatments are summarised below. 

Adalimumab. 

Common side effects include anxiety, cough, flushing, local skin irritation at injection 

sites. Less frequent side effects include infections that might require treatment with 

antibiotics, benign tumours, chest pain, dehydration, dermatitis, dizziness, 

dyspepsia, dyspnoea, electrolyte disturbances, eye disorders, gastrointestinal 

haemorrhage, haematuria, hyperlipidaemia, hypertension, hyperuricaemia, impaired 

healing, mood changes, musculoskeletal pain, oedema, onycholysis, paraesthesia, 

renal impairment. Very rare side effects include skin cancer, tachycardia or vomiting. 

Abatacept. 

Common side effects include flushing and local skin irritation at injection sites. Less 

frequent side effects include abdominal pain, conjunctivitis, cough, diarrhoea, 

dizziness, dyspepsia, fatigue, flushing, headache, hypertension, infection, 

leucopenia, nausea, headache, hypertension and infection. Very rare side effects 

include pain in the extremities, paraesthesia, stomatitis and vomiting. 

 

Contraception and pregnancy. 

For both drugs, pregnancy should be avoided and effective contraception used. In 

addition: 
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 Female participants of child-bearing potential must use highly effective 

contraceptive measures during the study and for at least 6 months after the 

last dose of study treatment. The highly effective methods of contraception 

include the following (with a failure rate of less than 1% per year,  

o combined (estrogen and progestogen containing) hormonal contraception 
o associated with inhibition of ovulation 1: 
o oral 
o intravaginal 
o transdermal 
o progestogen-only hormonal contraception associated with inhibition of 

ovulation:  
o oral 
o injectable 
o implantable 

o intrauterine device (IUD) 
o intrauterine hormone-releasing system ( IUS)  
o bilateral tubal occlusion 
o vasectomised partner  
o sexual abstinence 

 

 Male participants must use barrier contraception (condoms with spermicide) 
during the study and for at least 6 months after the end of the study and their 
female partners of child-bearing potential are recommended to use highly 
effective contraceptive measures during the same period of time. 

 Male participants should not donate sperm during therapy or for 6 months 
following discontinuation of study treatment. 

 

What happens when the study is complete? 

After 12 months of being in the study, we will monitor you and you will have the usual 

care that you would normally receive in the NHS clinic. If you are on adalimumab 

and have responded to this treatment, then you are likely to continue with this 

treatment at the end of the study. If you have been on abatacept treatment, then you 

may be able to continue this treatment after the study if we get permission from the 

NHS to continue this. Alternatively, if the abatacept injections are not funded by the 

NHS, you will be assessed by your Rheumatologist to receive alternative treatment 

for your rheumatoid arthritis that is funded by the NHS e.g. injections or tablets, 

which will be used to control your arthritis. The study team will discuss with your 

Rheumatologist the best treatment for you at the end of the trial to make sure that 

your arthritis is controlled. 

If you have been referred to St George’s to take part in the study from another 

hospital, at the end of the trial your care will be transferred back to your original clinic 

and you will have the usual care you would receive in this NHS rheumatology clinic. 

This may not include the treatment you were receiving as part of the trial. 
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What if there is a problem?  

Any complaint about the way you have been dealt with or any possible harm you 

might suffer will be addressed. The detailed information on this is given in part 2 

Will my taking part in the study be kept confidential? 

Yes, we will follow ethical and legal practice and all information about you will be 

handled in confidence. The details are included in Part 2. 

Future Research 

Anonymised data may be transferred to non-commercial/commercial collaborators 

for use in this research or future research studies approved by a Research Ethics 

Committee. 

All information which is collected about you during the course of the research will be 
kept strictly confidential, and any information about you which leaves the 
hospital/surgery will have your name and address removed so that you cannot be 
recognised. 

If the results of this study prove fruitful, blood/urine obtained during this study may 

be stored for future studies. You will be asked to sign a specific section of the 

consent form if you are happy for your samples to be used for DNA and protein 

analysis in future studies. 

This completes part 1 

If the information in Part 1 has interested you and you are considering participation, 

please read the additional information in Part 2 before making any decision. 

 

Part 2 

What if relevant new information becomes available? 

Sometimes we get new information about the treatment being studied. If this 
happens your research doctor will tell you and discuss whether you should continue 
in the study. If you decide not to carry on, your research doctor will make 
arrangements for your care to continue. If you decide to continue in the study he/she 
may ask you to sign an agreement outlining the discussion. 

If the study is stopped for any reason, we will tell you and arrange your continuing 
care. 

What will happen if I don’t want to carry on with the study? 
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Your participation in this study is purely voluntary. You may refuse to take part or 

withdraw from the study at any time. Your decision will not affect your further 

treatment or your relationship with those treating you in the hospital.  

 

What if there is a problem? 

If you have questions, or if you are having any problems you should talk to your trial 

doctor or nurse.  

St Georges, University of London has agreed that if you are harmed as a result of 

your participation in the study, you will be compensated, provided that, on the 

balance of probabilities, an injury was caused as a direct result of the intervention or 

procedures you received during the course of the study. These special 

compensation arrangements apply where an injury is caused to you that would not 

have occurred if you were not in the trial. We would not be bound to pay 

compensation where: -The injury resulted from a drug or procedure outside the trial 

protocol and/or - The protocol was not followed. These arrangements do not affect 

your right to pursue a claim through legal action. 

Complaints: 

If you have a concern about any aspect of this study, you should speak with the 

researchers who will do their best to answer your questions. You will be given a 

contact number for the research team. Alternatively, you can talk to the Patient 

Advice and Liaison Service (PALS) on 020 8725 0888 

If you remain unhappy and wish to complain formally, you can do this through St 
George’s, University of London complaints procedure. Details can be obtained from 
Joint Research & Enterprise Services (JRES) on telephone 020 8725 4986. 

 

Will my taking part in the study be kept confidential? 

Yes. We are bound by legislation and the NHS confidentiality code of practice to 
safeguard your confidentiality during and after the study. The following procedures 
are in place to ensure confidentiality: 

 We will allocate you a study number. All information about you will be 

identified with this number, and not with your name or address. 


 Information will be stored in files and on a computer database. These will be 

kept in locked offices in the medical school. The computer network is 

password protected.


 It is possible that authorised persons from either the Sponsor organisation 

and/or the regulatory authorities that monitor the quality of research such as 
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this may require access to view your medical records for the purposes of audit 

or monitoring.  

 Results of this study will be kept on a database for at least 10 years.



How will we use information about you?  

 

We will need to use information from you and your medical records for this research 

project. This identifiable information will include your:  

o Name  

o Contact details  

o NHS number  

 

People will use this information to do the research or to check your records to make 

sure that the research is being done properly. Staff within the NHS will also have 

access to your medical records. 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 information about you safe and secure.  

 

Anonymous data will be shared with the funder (Bristol Myers Squibb) only for safety 

reasons if applicable, which may include countries outside of the UK and EU. After 

the study is completed, the findings will be published in journals and presented at 

meetings. However, personal data about you will not be identifiable.  

 

Once we have finished the study, we will keep some of the data 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.  

 

What are your choices about how your information is used?  

You can stop being part of the study at any time, without giving a reason, but we will 

keep information about you that we already have. If you choose to stop taking part in 

the study, we would like to continue collecting information about your health from 

central NHS records. If you do not want this to happen, tell us and we will stop.  

 

We need to manage your records in specific ways for the research to be reliable. 

This means that we won’t be able to let you see or change the data we hold about 

you. If you agree to take part in this study, you will have the option to take part in 

future research using your data saved from this study.  

 

Where can you find out more about how your information is used?  

You can find out more about how we use your information here: 

https://www.sgul.ac.uk/privacy 

For general information on how the NHS uses research data please visit: 

https://www.hra.nhs.uk/information-about-patients/  



https://www.sgul.ac.uk/privacy
https://www.hra.nhs.uk/information-about-patients/
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Will my GP be informed? 

Yes, we will be informing your GP that you are taking part in this study. We will only 
inform your GP about incidental findings that apply only to tests being performed 
during the study. 

What if I have private medical insurance? 

You should inform your insurance company that you are taking part in the study. 

What will happen to any samples I give? 

Every participant will have a unique identification number. The samples will only be 

labelled with this unique number and the date the sample was taken and not your 

name or any other means of identification. A list of participants with their 

corresponding identification numbers will be stored on a secure computer system of 

the St George’s University of London, which only the responsible clinical team can 

access during the study. 

We intend to keep the samples indefinitely for use in future research studies. This is 

optional on the consent form. You do not have to agree to this and your decision not 

to provide permission for sample storage for future research will not affect study 

inclusion or future care. All samples will not have your identifiable information and 

will be stored indefinitely in a Biobank. 

Will any genetic tests be done? 

Yes. We will be taking a blood sample comparing your DNA profile with that of other 
people with RA and healthy controls. 

What will happen to the results of the research study?  

Once all of the trial data has been collected, the research team will analyse the data. 

We intend to publish the results in scientific journals to make the results of the trial 

available to a wider audience. If you would personally like to know the outcome of 

the study, please inform us and we would be happy to provide you with copies of any 

published work if you so wish. You will not be identified in any reports or literature 

unless you have consented to this.  

Who is organising the research? 

Bristol Myers Squibb are funding the study and providing the study drug abatacept. 

The study is sponsored by St George’s, University of London. All study procedures 

will be conducted by staff of St George’s, University of London and St George’s 

University Hospitals NHS Foundation Trust. The investigators are not paid for 

including you in this study. 
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Who has reviewed the study? 
 

This study has been reviewed by an independent group of people called a Research 

Ethics Committee. Their job is to protect your safety, rights, wellbeing and dignity. 

This study has been given a favourable opinion by the East of England --- 

Cambridgeshire and Hertfordshire Research Ethics Committee Research Ethics 

Committee.  

 

Radiation Risk Statement 

A chest Xray is part of your routine care. If you take part in this study you will not 

undergo any additional Xrays. These procedures are using ionising radiation to form 

images of your body and/or provide treatment and provide your doctor with other 

clinical information. Ionising radiation can cause cell damage that may, after many 

years or decades, turn cancerous. The chances of this happening to you are the 

same whether you take part in this study or not. 

 

Further information 

Further information about research or this project can be obtained from the research 

team. Please contact Prof Nidhi Sofat, (Professor of Rheumatology and Consultant 

Rheumatologist), St George’s, University of London. Tel: 020 8725 1419 or email 

nidhi.sofat@stgeorges.nhs.uk 

If you would like advice from someone else about whether to take part in this study, 

you can ask your own GP or discuss it with friends or family. Alternatively, you can 

talk to the Patient Advice and Liaison Service (PALS) on 020 8725 0888. 

You will be given a copy of this information sheet and a copy of the signed consent 

form to keep. 

Thank you for considering taking part in this study. 

mailto:nidhi.sofat@stgeorges.nhs.uk

