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Patient Information Sheet for Adults 

                                                        
STRIVE: A multicentre randomiSed controlled TRial of IntraVEnous immunoglobulin (IVIg) 

versus standard therapy for the treatment of transverse myelitis in adults and children 

 

Invitation  

 

You are being invited to take part in a research study.  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 information below carefully:  

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  

  

One of our team will go through the information sheet with you and answer any questions 

you have, and you may talk to others about the study if you wish.  

 

PART 1 

 

Why have I been asked to take part? 
 

You have been chosen because you have developed either transverse myelitis (TM) or 
neuromyelitis optica (NMO).  

 

TM is a rare nervous system disorder where the coating (myelin) of nerve cells in the spinal 
cord become inflamed, affecting the transmission of signals along the cord. TM can also 
sometimes develop as part of NMO, a nervous system disorder which also affects vision.  
TM and NMO can affect both adults and children.  

    

In TM, signals to the body below the inflamed area of the spinal cord can be affected 
producing symptoms including muscle spasms, muscle weakness and lower back pain.  
The person may have odd sensations of the skin and soft tissue including tingling, 
numbness, coldness, burning or hypersensitivity to touch. In some people, loss of bladder or 
bowel function and paralysis occur. In NMO, as the optic nerve can be affected, the most 
prominent symptom is a blurring or loss of vision. Symptoms develop over hours, days, or 
weeks and the causes are not well understood. They may be linked to an autoimmune 
response, when the immune system mistakenly attacks body tissues. 

 

As TM and NMO are rare diseases, little is known about the causes, mechanisms and best 
treatment routes – it is thus important that we do more research, and this study aims to 
investigate what is the most effective treatment. Every child or adult in your region affected 
by TM or NMO will be invited to take part in this study and we hope to include 170 people. 
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What is the purpose of the research project? 
 

When people suffer from an attack of TM or NMO, many recover well having maybe some 
muscle weakness, or poor vision in NMO. At the moment, we cannot always predict what the 
future holds for those affected, but we think that the sooner patients get treatment, the less 
damage is done to their nerves and the better their recovery. There are several treatments 
available, but different hospitals use different ones. We would like to investigate if a 
combination treatment is better than the most common standard treatment used.  

 

We will not be using any new medicines. All are used regularly in hospitals and are already 
used in TM and NMO. The drugs are intravenous methylprednisolone (IV-MP) which is a 
corticosteroid and intravenous Immunoglobulin (IVIg), which both suppress inflammation.  
The study does not involve using a placebo or dummy treatment; everyone will receive the 
standard treatment (IV-MP), so at the very least you will receive standard care for your 
illness.  

 

If after initial treatment your doctor and you think that there has not been enough 
improvement, different treatments such as plasma exchange (which involves replacing the 
plasma in your blood) may be considered. 

 
The study aims to: 

1. Find out if different treatments give different results. 
2. See how these treatments affect quality of life, wellbeing, participation and behaviour 

over time. 
3. Aid future research by collecting and storing blood and spinal fluid samples for future 

studies. These samples will be taken at the same time as samples which the hospital 
takes as part of routine investigations. 

4. Ultimately, produce a treatment „gold standard‟, providing a set of assessments to aid 
diagnosis and a tested treatment plan. 

Do I have to take part? 

 

The answer is no, it is up to you to decide whether or not to take part. Also, if you do decide 
to take part, you are free to withdraw from the research at any time, you do not even have to 
give your reasons. Whatever your decision, or even if you join but later chose to withdraw, it 
will not affect the standard of care you will receive. Furthermore, if for any reason you lose 
the capacity to consent/withdraw, you will automatically be withdrawn from the study. In all 
cases of withdrawal, any data or samples already collected with consent, would be retained 
and used in the study. 

 

What do I have to do if I agree to take part? 

 

The consent/assent process 

Once your have read this leaflet and have had any questions answered by our research 
team, if you are happy to take part you will be asked to sign a consent form. You will be 
given a copy of the consent form plus this information sheet to keep for your records. 

 

The care you will receive in hospital will be very similar to that of any patient with acute TM 
or NMO, with the addition of some extra examinations, some study questionnaires, an MRI 
scan and some extra blood and spinal fluid samples for storage in our Biobank.  
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Assessments  
The doctor will perform some physical assessments and tests on you, mainly tests that all 
patients with TM undergo. 
    
Clinical Data and Questionnaires 
The doctor will collect information about your normal health, family history, and you current 
illness and its onset. There will also be some study specific forms and questionnaires to 
complete; this should take about 30-45 minutes. 
 
MRI scans 
MRI uses a magnet to make medical pictures of the body and it allows us to see which areas 
of the brain or spinal cord have inflammation. The scan is part of the care given to all 
patients with TM or NMO, so if you have already had a scan during this admission, the 
research team would like to look at a copy of this. If not, one will be arranged for you.  
 
Bloods and Spinal Fluid Samples 
A sample of your blood (via venepuncture) and your cerebrospinal fluid or CSF (via lumbar 
puncture) will be taken for the purpose of the study and biobanked. You will NOT undergo 
any additional procedures to obtain these samples, we will only ask for extra samples to be 
taken during routine hospital venepuncture/lumbar puncture. We would like you to know that: 

 Blood and spinal fluid samples are taken in all cases of TM as part of routine hospital 
investigations. 

 Your study samples will be stored in a registered Human Tissue Act licensed biobank (a 
secure place for future use). Further studies will ensure a high standard of research 
review by the study team. 

 One such study may be for future DNA analysis. DNA (deoxyribonucleic acid), is found in 
all cells of the body, and contains the genetic information for the development and 
working of human beings. Analysing blood samples will allow future research to find out 
the relationship between our environment (exposures) and our personal susceptibility 
(genes). We may also come up with better diagnostic tests. If in the future we do find 
something interesting in analysis of the DNA, we will ask for an extra blood sample to 
check our findings. We will also try to repeat our findings in a clinical laboratory that 
undertakes genetic tests, if you would like and if this is possible. Sometimes, our findings 
might need more tests in the laboratory to know if they are relevant or not. Any results 
are research findings and are not a clinical test. 

 
Randomisation and Treatment 
Once we have collected all the above baseline information (pre-treatment information), you 
will be randomised to one of two treatment arms/groups. Randomisation ensures that both 
groups are the same to start with, so that the different treatments can be compared fairly. 
You have a 50% chance of going into either treatment arm. 
 

Treatment arm 1 will receive the standard hospital treatment for demyelination, intravenous 
methylprednisolone (IV-MP), for a period of 5 days. 

 

Treatment arm 2 will receive standard therapy with IV-MP for 5 days plus treatment with 
intravenous immunoglobulin (IVIg) for 5 days. 

 

Unlike some studies, the doctors will not be „blinded‟, meaning that they will know which 
treatment your will be receiving, and you will also be allowed to know. 

 
 
 
Follow Up 
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Once treatment is complete and you have left hospital, we would like to monitor your 
progress. We will do this during your routine follow-ups in clinic, at 3 months, 6 months and 
12 months, and it will take the form of study assessments and questionnaires. These 
assessments will chart your physical recovery, but clinical questionnaires will also give us 
information on factors such as you progress, quality of life and wellbeing. At the 6 month 
visit, if routine blood samples are being requested, we will also take another biobank sample. 
Each visit will take about 1 hour. These visits will be conducted by staff who will not know 
which treatment you received (so that they will be unbiased with the results of your 
assessment) – we will ask you not to tell the assessor which treatment arm you were on.  At 
the last visit, we will ask whether we can contact you in the future to take part in other 
studies. 

 

What are the possible disadvantages and risks of taking part? 
 

We foresee no additional risks by taking part in the study, as all medications are already 
used in general practice, there are no placebos, and as a minimum, every patient will receive 
standard care given in hospitals for their illness. 

 

If you should receive IVIg treatment, there are some common side effects, but these are 
transient and can occur in any patient taking IVIg, for any condition. These can include: 
chills, headache, fever, palpitations, nausea and vomiting, allergic reactions, infusion related 
reaction, low blood pressure and mild back pain or joint pain. Your doctor will talk to you 
further about these if you require. 

 

During treatment on either arm of the trial, if your doctor does not think that there has been 
enough improvement in your condition, additional treatment with plasma exchange (PLEX) 
will be considered as a „rescue therapy‟. PLEX involves replacing the plasma in a person‟s 
blood. The possible use of a rescue therapy has been built into study procedure, and means 
that if it is required, it will not affect your study status. 

   

What are the possible benefits of taking part? 
 

We cannot promise that participation in this study will provide extra benefits. We do hope, 
however, that the information provided will help further improve treatment for people with TM 
in the future. 

 

PART 2 

 

What if there is a problem whilst I am on the study? 

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. Please contact: <NAME>, 
Principal Investigator, at (insert email): XXXXX or by calling (insert telephone no) XXXXX. 

If you have a complaint, you should talk to your research doctor who will do their best to 
answer your questions. If you remain unhappy, you can make a formal complaint through the 
NHS complaints procedure.  Details can be obtained through the Guy‟s and St Thomas‟ 
Patient Advisory Liaison Service (PALS) on 0207 1887188, address: PALS, KIC, Ground 
floor, north wing, St Thomas‟ Hospital, Westminster Bridge Road, London, SE1 7EH .  
This study is insured by Guy‟s & St Thomas‟ NHS Foundation Trust under the Clinical 
Negligence Scheme for trials. 
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All professional staff involved in the study hold professional indemnity to work within Guy‟s 
and St Thomas‟ NHS Trust.  In the event that you are harmed during the research and this is 
due to negligence then you may have grounds for legal action for compensation against 
Guy‟s and St Thomas NHS Trust but you may have to pay your legal costs.  The normal 
NHS complaints mechanisms are still available to you. 

 

Will my participation in the research project be kept confidential?  

Yes. All the information about your participation in this study will be kept confidential in 
accordance with the Data Protection Act 1998.  The information from each patient will be 
stored in a confidential database, where it will be identified only by a unique PIN number. 

 

Involvement of the General Practitioner/Family doctor (GP)  
 

Your GP will be notified of your participation in the trial, and will receive a copy of the 
consent form. 

 

Will any genetic tests be done?   
 

No specific genetic tests will be carried out.  

 

What will happen to the results of the research study? 
 

It is intended that the results will be published in a reputable medical journal; you will not be 

identified in any report/publication. The results of the study will also be presented in National 

and International meetings. If you would like a summary of the final results, this will also be 

made available. 

 

Who is organising and funding the research?   
 

The research is being funded by the National Institute for Health Research (NIHR.ac.uk) and 

is organised by a research team from the King‟s Clinical Trials Unit and the  

Evelina Children‟s Hospital in London, as part of the King‟s Health Partners Academic Health 

Science Centre.  

 

Who has reviewed the study?  

 

The study also has ethical approval from The South-Central Berkshire B Research Ethics 
Committee and approval from your local hospital‟s Research & Development Department. 
 

If you have any questions about this study, then please contact the study team 
members at: <INSERT LOCAL PHONE NUMBER> 

 

Alternatively, if you would like to discuss your participation in the study with someone outside 
of the study team, you may wish to approach the local Patient Advisory Liaison Service 
(PALS) on <INSERT LOCAL PALS NUMBER>. 

Thank you for taking the time to read this information sheet 
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Information sheets for children aged 6-11 

                                                     

 

A study of the best treatment for transverse myelitis (TM  

 

Invitation to take part  
  

You are being invited to take part in a research study. Before you decide if you want to join 
in, it is important to understand why the research is being done and what it will involve for 
you. Read through this leaflet and then talk about it with your family, friends, doctor or nurse 
if you want to.  

 

Why have I been asked to take part?  
 

You are not feeling very well at the moment, you might have heard the doctor say transverse 
myelitis, but we can just call it TM, or a type of TM called neuromyelitis optica, which we can 
shorten to NMO. We will ask about 170 people (children and adults) with these illnesses to 
join in the study. 

 

What are TM and NMO?  

The brain is like a computer that sends messages to your body 
telling it what to do - like "walk" or "talk." 

The spinal cord is like a thick bunch of wires attached to the brain. 
Messages travel from the brain along the spinal cord to the muscles 
all around your body.  

Therefore, if your brain wants your arm to lift up and wave, it sends 
a message along your spinal cord to your arm. Your arm gets the 
message and starts to wave! 

When a person has TM, the covering that protects the nerves in the 
spinal cord is affected, so the messages cannot always get through. 

In TM, most of the problems are in the spinal cord. If you have TM, 
you may have symptoms like weak muscles or strange feelings in 
your skin like tingling, numbness or extreme hot or cold. You may 
also find it difficult to go to the toilet. 

In NMO (a type of TM), the same sort of damage is happening to 

spinal nerves and affecting messages, but there is also a problem 

with eyesight.
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What is research and why is this project being done? 
 

Research is trying to find the answers to questions (or problems) by carrying out tests. There 
are different treatments to help make children with TM get better, but we want to find out the 
one that is best?  

 

Do I have to take part? 
 

No - it is up to you. Moreover, if you do decide to take part but then change your mind later, 
you can tell your parents or nurse or doctor that you want to stop and you do not even have 
to tell us why if you do not want to. Nobody will be upset with you. 

 

What will happen to me if I take part in the research?  

 

If you are happy to take part, we need to get you and your parent/guardian to sign a form 
agreeing to take part. If you are between 8 and 11 years old, you can sign what is called an 
Assent form, whilst your parent(s) sign a Consent form. If you would like to take part but do 
not want to sign, you can just let your parent(s) sign the Consent form. If you are under 8, 
you do not have to sign any forms. 

We will then ask you and your parents to answer some questions regarding your normal 
health, your family and how you feel at the moment. This will take about 45-60 minutes. 

All children that come into hospital with TM need to have some 
examinations and tests done, and we can use these for our study.  

One of these examinations will be an MRI scan, which you might have heard 
of. The MRI uses magnetic fields to create an image of the brain and spinal 
cord and shows patches of the brain that are affected by this type of illness. 

Other types of tests that all hospitals have to do for TM are tests on your 
blood and spinal fluid. When the nurse takes these samples, we will be 
asking him or her to take a few extra ones at the same time for the study.
 We would like to store some of these samples to use for future research. 

Once we have all the information about you that we need, we will start you on one of two 
treatments:  

 one treatment is with something we can just call IV-MP (its long name is intravenous 
methylprednisolone). You would be on this treatment for 5 days. 

OR… 

 the other treatment is with IV-MP and something we can call IVIg (whose long name is 
intravenous immunoglobulin). You would be on this treatment for up to 5 days. 

These medicines (the IV-MP and IVIg) are given via a small tube into your vein called a 
cannula. This is the way they are usually given to patients and is not just for the study. 

If you do get the IVIg, in some people it can have an effect on them, for example they can 
feel a bit sick, get a temperature, a headache or feel achy – let your doctor know if you get 
any new problems. Whichever treatment you get though, the medicines have already been 
used on children with TM all over the country, we are just researching which works best. 
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When your treatment is finished and you have left hospital, we would like to keep an eye on 
you to see how you are doing. We will do this by meeting you at 3, 6 and 12 months at your 
normal follow up appointments with the doctor. We will ask you and your parents or guardian 
some more questions. 

All the information we collect about you will be stored safely. Nobody other than your doctor 
and the research team can find out about it. 
 

Might anything about the research upset me? 
 

If anything does worry you or you think things are not right, do not be worried about telling 
your parent(s) and the research team, and they will be able to help. 

 

Will being part of this research help me? 
  

We cannot promise being on this study will help you, but the information we get might help 
treat children with TM in the future. If you wish, when the study is finished, you and your 
parents can have a copy of the results – let us know if you would like to have these. 

 

Thanks for reading this - 

we hope you will join us in this study! 
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   Information sheets for children aged 12-16 

                                                     

 

A study of the best treatment for transverse myelitis (TM)  

 

Invitation  
 

You are being invited to take part in a research study.  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 information below carefully:  

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  

  

One of our team will go through the information sheet with you and answer any questions 
you have, and talk about it with your family, friends, doctor or nurse if you want to.  

 

PART 1 

 

Why have I been asked to take part? 
 

You have been asked because you have developed an illness called transverse myelitis, but 
we can just call it TM, or you may have a form of TM called neuromyelitis optica, or NMO for 
short. 

     

TM is a rare disease that affects the coating (myelin) of nerve cells in the spinal cord. Nerves 
are how we send messages around the body. In TM, damage is caused by inflammation 
(swelling) in the nerves of the spinal cord which means messages have trouble getting 
through. The cause may be an „autoimmune‟ response - when your defence systems 
mistakenly start to attack your own body! 

 

Because the messages are not getting through properly, it can produce symptoms, which 
can include muscle weakness and lower back pain. There may also be odd sensations such 
as tingling, numbness, coldness or burning or super-sensitivity to touch, or you might have 
problems going to the toilet. In NMO, as the nerves to the eyes can also be affected, the 
most noticeable symptom is a blurring or loss of vision Symptoms can develop over hours, 
days, or even weeks. It can affect both adults and children.  

 

As TM is a rare disease, it is important that we do more research. Every child in your region 
affected by TM will be invited to take part in this study and we hope to include 170 children 
and adults. 
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What is the purpose of the research project? 
 

Whilst many children with TM make a good recovery, some will be left with ongoing health 
care problems – we cannot always predict what will happen. We think that the sooner 
patients get treatment; the less damage is done to their nerves and the better their recovery. 
At the moment, different hospitals give different treatments, and we would like to investigate 
if there is one that works best.  

 

We will not be using any new medicines, all are used regularly in hospitals and they are all 
already used in children with TM. One is called methylprednisolone (IV-MP) and one is an 
immunoglobulin (IVIg), and again we will just call them IV-MP and IVIg. Both of these 
medicines work to stop the swelling (inflammation) that affects the nerves. We would also 
like you to know that every child on the study will receive the standard initial treatment given 
in hospitals for these conditions, so there is no risk that you will do less well if you do take 
part. 

 

We are asking if you would agree to take part in a research project and help to: 

1. Find out if different treatments give different results. 
2. See how these treatments affect children‟s quality of life, schooling, 

participation and behaviour over time?  
3. Help in future studies - investigating for example why these illnesses occur, if 

we can predict them etc. - by letting us store some of your blood and spinal 
fluid for future studies. These samples will be taken at the same time as 
samples which the hospital takes as part of its normal investigations. 

4. Ultimately, provide a „gold standard‟ of treatment to guide all doctors, so that 
they can use it on children like you, knowing that they are giving the best care. 

Do I have to take part? 
 

No you do not – it is completely up to you!  Ask the doctor or research staff, if you have any 
questions that are troubling you. And if you do decide to take part, you are still free to stop 
taking part at any time during the research without giving a reason. If you decide not to 
take part, or if you decide to stop at any time, this will not affect the care you receive. 

 

What will happen to me if I take part?  
 

The consent/assent process 

If you are happy to take part, and are happy with the explanations from your research team 
and family, the first thing you and your parent/guardian will be asked to do is to give your 
consent – you can sign an Assent form and your parent(s) sign a Consent form. If you would 
like to take part but do not want to sign, you can just let your parent(s) sign the Consent 
form. You will be given a copy of this information sheet and your signed form to keep. 

   

What will I be asked to do next? 
 

Assessments  
The doctor will do some assessment and tests on you, or he may already have performed 
these in which case we will just use the results. These will mainly be tests that all patients 
with demyelinating diseases undergo. 
    
Questions about your illness 
We will ask you and your parents/guardian to answer questions about your family history, 
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your health normally how you are feeling at the moment, and there will be some paper based 
assessments to complete. This will take about 45 minutes. 
 
Bloods and Spinal Fluid 
Before your start your treatment, and during your stay, the hospital will need to take samples 
of your blood and spinal fluid. When they take these samples, we will be asking them to take 
a few extra ones for the study, and we will keep these safe in a „biobank‟ for future research. 
 
MRI scans 
Children with TM undergo an MRI scan as part of their investigation. The MRI 
uses magnetic fields to create an image of the brain and spinal cord and shows 
patches of the brain that are affected. The scan is part of the care given to 
children with TM – if you have already had a scan during this hospital visit, the 
research team would like to look at this scan. 

 

Randomisation and Treatment 
When we have collected all the pre-treatment information you will be randomised, 
(like flipping a coin), to one of two treatment groups. Randomisation ensures that both 
groups are the same to start with, so that the different treatments can be compared fairly. 
You have a 50% chance of going into either treatment group. 
      

Treatment group 1 – the patient receives the standard hospital treatment for TM, which is 
IV-MP for 5 days. 

   

Treatment group 2 – the patient receives standard therapy with IV-MP for 5 days plus 
treatment with IVIg for up to 5 days. 

 

These medicines (the IV-MP and IVIg) are given via a small tube into your vein called a 
cannula. This is the way they are usually given to patients and is not just for the study. 

   
Follow up 
When your treatment is complete, we would like to monitor your progress. We will do one 
assessment before you leave hospital, but we would also see you at your routine follow-ups 
in clinic, at 3 months, 6 months and 12 months. At these clinic visits we will go through some 
assessments with you and also ask you to complete some questionnaires. At the 6 month 
visit, if routine blood samples are being requested, we will also take one more sample for the 
biobank. Each study visit will take about 45-60 minutes and will be carried out by someone 
who will not know which treatment you received (this is so they can be unbiased about the 
results of the assessments) – we will ask you not to tell them! On the last visit, we will ask 
whether we can contact you in the future to take part in other studies. 

 

All your information will be stored in a confidential (private) database. The database is 
anonymous and will not have your name or personal details on it; instead you will be 
identified by a unique study number. Information on each patient will be updated during each 
clinic visit over the study period. 

 
What are the possible risks benefits of taking part?  
 

There are no extra risks if you take part in the study, and at the very least you will receive 
standard care for your illness. If you should receive IVIg treatment, there are some common 
side effects, but these are temporary and can occur in any patient taking IVIg, for any 
condition. These can include: chills, headache, fever, nausea and vomiting, allergic 



12 

reactions, palpitations, low blood pressure and mild back pain or joint pain. The doctor will 
talk to you further about this if you require. 

 

During treatment, if your doctor does not think that there has been enough improvement in your 
condition, additional treatment with plasma exchange (PLEX) will be considered as a „rescue therapy‟. 
PLEX involves replacing some important components of a person‟s blood. 

 

We cannot promise the study will provide extra benefits. We do hope, however, that the 
information you provide will help further improve treatment for young people with acute TM in 
the future. If you wish, when the study is finished, you and your parents can have a copy of 
the results – let us know if you would like to have these. 

 

 

PART 2 

 

What if there is a problem or something goes wrong? 
 

If you have any worries or complaints during the study, you should share this with your 
parent(s) and the research team. Your parent(s) have been given details of who to call or 
how you could make a complaint in their Parent Information Sheets. 

 

Will anyone else know I am doing this?  
 

Yes, some people from the research team will see your medical notes to make sure the 
research is being done properly, and your family doctor will be told you are taking part. 

 

Who is organising and funding the research?   
 

The National Institute for Health Research is funding the research and it is being organised 
by a research team from the Evelina Children‟s Hospital in London. 

 

Who has reviewed the study? 
 

The study has been reviewed independently by expert panels and has been checked by an 
Ethics Committee, as is all research; they make sure that the research is OK to do. This 
study has been checked by the South-Central Berkshire B Research Ethics Committee.  

 

How can I find out more? 
 

You can ask members of the research team questions, you can speak to your 
parent/guardian or you can look at the study website: www.****.org.uk or phone us on *******. 

 

If you would like to discuss your participation in the study with someone outside of the study 
team you may wish to approach the local Patient Advisory Liaison Service (PALS) on <Insert 
local PALS number>. 

 

                                                                                                      

Thank you for reading this – please ask any questions if you need to. 

http://www.****.org.uk/


13 

    Information sheets for parents/guardians 

                                                            
STRIVE: A multicentre randomiSed controlled TRial of IntraVEnous immunoglobulin (IVIg) 

versus standard therapy for the treatment of transverse myelitis in adults and children 

 

Invitation  

 

You and your child are being invited to take part in a research study.  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 information below carefully:  

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  

  

One of our team will go through the information sheet with you and answer any questions 

you have, and you may talk to others about the study if you wish.  

 

PART 1 

Why has my child been asked to take part? 
 

Your child has been chosen because he/she has developed either transverse myelitis (TM) 
or neuromyelitis optica (NMO).  

  

TM is a rare nervous system disorder where the coating (myelin) of nerve cells in the spinal 
cord become inflamed, affecting the transmission of signals along the cord. TM can also 
sometimes develop as part of NMO, a nervous system disorder which also affects vision. 
TM and NMO can affect both adults and children.  

     

In TM, signals to the body below the inflamed area of the spinal cord can be affected 
producing symptoms including muscle spasms, muscle weakness and lower back pain. The 
person may have odd sensations of the skin and soft tissue including tingling, numbness, 
coldness, burning or hypersensitivity to touch. In some people, loss of bladder or bowel 
function and paralysis occur. In NMO, as the optic nerve is affected, the most prominent 
symptom is a blurring or loss of vision. Symptoms develop over hours, days, or weeks and 
the causes are not well understood. They may be linked to an autoimmune response, when 
the immune system mistakenly attacks body tissues. 

 

As TM and NMO are rare diseases, little is known about the causes, mechanisms and best 
treatment routes – it is thus important that we do more research, and this study aims to 
investigate what is the most effective treatment. Every child or adult in your region affected 
by TM or NMO will be invited to take part in this study and we hope to include 170 people. 

 

 

 

What is the purpose of the research project? 
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When people suffer from an attack of TM or NMO, many recover well, having maybe some 
muscle weakness, and in NMO poor vision. At the moment, we cannot always predict what 
the future holds for those affected, but we think that the sooner patients get treatment, the 
less damage is done to their nerves and the better their recovery. There are several 
treatments available, but different hospitals use different ones. We would like to investigate if 
a combination treatment is better than the most common standard treatment used.  

 

We will not be using any new medicines. All are used regularly in hospitals and are already 
used in TM and NMO. The drugs are intravenous methylprednisolone (IV-MP), a 
corticosteroid and intravenous Immunoglobulin (IVIg), which both suppress inflammation.  
The study does not involve using a placebo or dummy treatment; everyone will receive the 
standard treatment (IV-MP), so at the very least your child will receive standard care for their 
illness.  

 

If after initial treatment your doctor and you think that there has not been enough 
improvement, different treatments such as plasma exchange (which involves replacing the 
plasma in a person‟s blood) may also be considered. 

 
The study aims to: 

1. Find out if different treatments give different results. 

2. See how these treatments affect children‟s quality of life, schooling, participation and 

behavior over time?  

3. Aid future research by collecting and storing blood and spinal fluid samples for future 
studies. These samples will be taken at the same time as samples which the hospital 
takes as part of routine investigations. 

4. Ultimately, produce a treatment „gold standard‟, providing a set of assessments to aid 

diagnosis and a tested treatment plan. 

Does my child have to take part? 

 

The answer is no, it is up to you - and whenever possible your child - to decide whether to 
take part.  You are both free to withdraw from the research at any time, you do not even 
have to give your reasons. Whatever your decision, or even if you join but later chose to 
withdraw, it will not affect the standard of care your child will receive. Furthermore, if a child 
is on the study but the parent/guardian loses the capacity to consent/withdraw, the patient 
would automatically be withdrawn from the study. In all cases of withdrawal, any data or 
samples already collected with consent, would be retained and used in the study. 

 

What does my child have to do if we agree to take part? 

 

The consent/assent process 

Once your have read this leaflet and have had any questions answered by our research 
team, if you are happy to take part you will be asked to sign a consent form. If your child is 
between 8 and 16, is able to understand the research and is happy to take part, they can 
also sign an “assent” form at the same time. You will be given a copy of your consent/assent 
forms plus this information sheet to keep for your records. 

 

The care your child will receive in hospital will be very similar to that of any child with acute 
TM or NMO, with the addition of some extra examinations, some study questionnaires, an 
MRI scan and some extra blood and spinal fluid samples for storage in our Biobank.  
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Assessments  
The doctor will perform some physical assessments and tests on your child, mainly tests that 
all patients with TM undergo. 
    
Clinical Data and Questionnaires 
The doctor will collect information about your child‟s normal health, family history, and their 
current illness and its onset. There will also be some study specific forms and questionnaires 
to complete; this should take about 30-45 minutes. 
 
MRI scans 
MRI uses a magnet to make medical pictures of the body and it allows us to see which areas 
of the brain or spinal cord have inflammation. The scan is part of the care given to all 
patients with TM or NMO, so if your child has already had a scan during this admission, the 
research team would like to look at a copy of this. If a scan has not already been taken, we 
will arrange one for them. 
 
Bloods and Spinal Fluid Samples 
A sample of your child‟s blood (via venepuncture) and cerebrospinal fluid or CSF (via lumbar 
puncture) will be taken for the purpose of the study and biobanked. Your child will NOT 
undergo any additional procedures to obtain these samples, we will only ask for extra 
samples to be taken during routine hospital venepuncture/lumbar puncture. We would like 
you to know that: 

 Blood and spinal fluid samples are taken in all cases of TM as part of routine hospital 
investigations. 

 Your child‟s study samples will be stored in a registered Human Tissue Act licensed 
biobank (a secure place for future use). Further studies will ensure a high standard of 
research review by the study team. 

 One such study may be for future DNA analysis. DNA (deoxyribonucleic acid), is found in 
all cells of the body, and contains the genetic information for the development and 
working of human beings. Analysing blood samples will allow future research to find out 
the relationship between our environment (exposures) and our personal susceptibility 
(genes). We may also come up with better diagnostic tests. If in the future we do find 
something interesting in analysis of the DNA, we will ask for an extra blood sample to 
check our findings. We will also try to repeat our findings in a clinical laboratory that 
undertakes genetic tests, if you would like and if this is possible. Sometimes, our findings 
might need more tests in the laboratory to know if they are relevant or not. Any results 
are research findings and are not a clinical test. 

 
Randomisation and Treatment 
Once we have collected all the above baseline information (pre-treatment information), your 
child will be randomised to one of two treatment arms/groups. Randomisation ensures that 
both groups are the same to start with, so that the different treatments can be compared 
fairly. Your child has a 50% chance of going into either treatment arm. 
      

Treatment arm 1 will receive the standard hospital treatment for demyelination, intravenous 
methylprednisolone (IV-MP), for a period of 5 days. 

 

Treatment arm 2 will receive standard therapy with IV-MP for 5 days plus treatment with 
intravenous immunoglobulin (IVIg) for up to 5 days. 

 

Unlike some studies, the doctors will not be „blinded‟, meaning that they will know which 
treatment your child is receiving, and you will also be allowed to know. 
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Follow Up 
Once treatment is complete and you have left hospital, we would like to monitor your child‟s 
progress. We will do this during your routine follow-ups in clinic, at 3 months, 6 months and 
12 months, and it will take the form of study assessments and questionnaires. These 
assessments will chart your child‟s physical recovery, but clinical questionnaires will also 
give us information on factors such as their progress, quality of life and wellbeing. At the 6 
month visit, if routine blood samples are being requested, we will take another biobank 
sample. Each visit will take about 1 hour. The visits will be conducted by staff who will not 
know which treatment your child received (this is so they can be unbiased about the results 
of the assessments) – we will ask you not to tell the assessor which treatment arm your child 
was on.  At the last visit, we will ask whether we can contact you in the future to take part in 
other studies. 

 

What are the possible disadvantages and risks of taking part? 
 

We foresee no additional risks by taking part in the study, as all medications are already 
used in general practice, there are no placebos, and as a minimum, every child will receive 
standard care given in hospitals for their illness. 

 

If your child should receive IVIg treatment, there are some common side effects, but these 
are transient and can occur in any patient taking IVIg, for any condition. These can include: 
chills, headache, fever, palpitations, nausea and vomiting, allergic reactions, infusion related 
reaction, low blood pressure and mild back pain or joint pain. The doctor will talk to you 
further about these if you require. 

 

During treatment on either arm of the trial, if your doctor does not think that there has been 
enough improvement in your child‟s condition, additional treatment with plasma exchange 
(PLEX) may be considered as a „rescue therapy‟. PLEX involves replacing the plasma in a 
person‟s blood. The possible use of a rescue therapy has been built into study procedure, 
and means that if it is required, it will not affect your child‟s study status. 

    

What are the possible benefits of taking part? 

 

We cannot promise that participation in this study will provide extra benefits. We do hope, 
however, that the information provided will help further improve treatment for young people 
with TM in the future. 

 

PART 2 

 

What if there is a problem whilst we are on the study? 

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. Please contact: <NAME>, 
Principal Investigator, at (insert email): XXXXX or by calling (insert telephone no) XXXXX. 

If you have a complaint, you should talk to your research doctor who will do their best to 
answer your questions. If you remain unhappy, you can make a formal complaint through the 
NHS complaints procedure.  Details can be obtained through the Guy‟s and St Thomas‟ 
Patient Advisory Liaison Service (PALS) on 0207 1887188, address: PALS, KIC, Ground 
floor, north wing, St Thomas‟ Hospital, Westminster Bridge Road, London, SE1 7EH . This 
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study is insured by Guy‟s & St Thomas‟ NHS Foundation Trust under the Clinical Negligence 
Scheme for trials. 

All professional staff involved in the study hold professional indemnity to work within Guy‟s 
and St Thomas‟ NHS Trust.  In the event that you are harmed during the research and this is 
due to negligence then you may have grounds for legal action for compensation against 
Guy‟s and St Thomas NHS Trust but you may have to pay your legal costs.  The normal 
NHS complaints mechanisms are still available to you. 

 

Will my child’s taking part in the research project be kept confidential?  
 

Yes. All the information about your child‟s participation in this study will be kept confidential 
in accordance with the Data Protection Act 1998.  The information from each patient will be 
stored in a confidential database, where it will be identified only by a unique PIN number. 

Involvement of the General Practitioner/Family doctor (GP)  
 

The family GP will be notified of your child‟s participation in the trial, and will receive a copy 
of the assent/consent form. 

 

Will any genetic tests be done?   
 

No specific genetic tests will be carried out.  

 

What will happen to the results of the research study? 

 

It is intended that the results will be published in a reputable medical journal. Your child will 

not be identified in any report/publication. The results of the study will also be presented in 

National and International meetings. If you would like a summary of the final results, this will 

also be made available. 

 

Who is organising and funding the research?   
 

The research is being funded by the National Institute for Health Research (NIHR.ac.uk)  
and is organised by a research team from the King‟s Clinical Trials Unit and the  
Evelina Children‟s Hospital in London, as part of the King‟s Health Partners Academic Health 
Science Centre.  

 

Who has reviewed the study?  
 

The study also has ethical approval from The South-Central Berkshire B Research Ethics 
Committee and approval from your local hospital‟s Research & Development Department. 

If you have any questions about this study, then please contact the study team 
members at: <INSERT LOCAL PHONE NUMBER> 

 

Alternatively, if you would like to discuss your participation in the study with someone outside 
of the study team, you may wish to approach the local Patient Advisory Liaison Service 
(PALS) on <INSERT LOCAL PALS NUMBER>. 

 

Thank you for taking the time to read this information sheet 
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Centre Number: ___________________________________  

 

Patient Identification Number for this trial:  ______________  

 
ASSENT FORM FOR CHILDREN  

(To be completed by the Child/Young Adult 8-16) 
 

Name of Patient: ____________________________________  

 
         Child /Young Person to circle all they agree with: 

Have you read (or had read to you) all of the information about this study?  Yes/No 

Has somebody else explained this study to you?  Yes/No 

Do you understand what this study is about?   Yes/No 

Have you asked all the questions you want?   Yes/No 

Have you had your questions answered in a way that you understand?  Yes/No 

Do you understand it is OK to stop taking part at any time?  Yes/No 

Is it alright to have some extra blood and spinal fluid samples taken?  

Are you happy to take part in this study?  

Are you happy to take part in future research?                                                

Yes/No  

 Yes/No 

 Yes/No 

Are you happy for us to use your MRI scan? Yes/No 

If any of your answers are ‘no’, you can discuss them now – but if you do not 

want to take part, do not sign your name! 

 

If you do want to take part, you can write your name below  
 
Your name:  ___________________________  
 
Date:   ___________________________  
 
The doctor who explained this clinical trial to you needs to sign too:  
 
Print Name:  ___________________________  
 
Sign:   ___________________________ 
 
Date:   ___________________________  

 

Thank you for taking part. 
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Clinical trial number: ______________ 

Centre Number: __________________ 

Patient Study Number: _____________ 

 
CONSENT FORM 

(For Parents/Guardians) 
 

Name of Patient:  __________________________ 
Please initial box  

1. I confirm that I have read and understand the information sheet dated 22.10.2014  
(version 1.4) for the above study. I have had the opportunity to consider the information, ask 

questions and have had these answered satisfactorily.   

 

 

2. I understand that my child’s participation is voluntary and that I am free to withdraw my child from 

the study at any time without giving any reason, without their medical care or legal rights being 

affected.     

              

 

3. I understand that relevant sections of my child’s medical notes and data collected during the study 

may be looked at by individuals from the research team, from regulatory authorities or from the NHS 

Trust, where it is relevant to my child taking part in this research. I give permission for these 
individuals to have access to my child’s records.            

 

4. I agree to routine blood and spinal fluid samples during my child’s illness(es) and that the results of 

their MRI can be used for this study. 
 

 

5. I agree to blood and spinal fluid samples being taken during my child’s illness(es), to be stored on 

behalf of the research team, by a licensed biobank for the possibility of future studies to be 
conducted.  

 

6. I agree to a DNA sample being taken during routine venepuncture and being stored on behalf of the 
research team, by a licensed biobank for the possibility of future studies to be conducted.  

 

 

 

7. I agree to my child’s GP being informed of their participation in the study.                                                  
 

8. I agree that I can be contacted in the future regarding future studies. 
 

 

9. I agree for the study team in London to keep details of my child’s name and date of birth for future 

contact. 
 

10. I understand that information held by the NHS and records maintained by The NHS Information 

Centre and the NHS Central Register may be used to help contact me and provide information about 

my child’s health status. 

 

 

 

11. I agree for my child to take part in the above study.       
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_______________________  ________________  ___________________ 
Name of Parent/ Guardian   Date    Signature 
 

 

 
______________________                  ________________                 ___________________  
Name of Person Taking Consent                  Date                                             Signature  

 

 

Patient Study Number: _____________ 
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Clinical trial number: ______________ 

Centre Number: __________________ 

Patient Study Number: _____________ 

 
CONSENT FORM 

 
Name of Patient:  __________________________ 

Please initial box  

1. I confirm that I have read and understand the information sheet dated 22.10.2014  

(version 1.4) for the above study. I have had the opportunity to consider the information, ask 
questions and have had these answered satisfactorily.   

 

2. I understand that my participation is voluntary and that I am free to withdraw from the study at any 

time without giving any reason, without my medical care or legal rights being affected.     

              

 

3. I understand that relevant sections of my medical notes and data collected during the study may be 
looked at by individuals from the research team, from regulatory authorities or from the NHS Trust, 

where it is relevant to my taking part in this research. I give permission for these individuals to have 
access to my records.            

 

4. I agree to routine blood and spinal fluid samples during my illness(es) and that the results of my 

MRI can be used for this study. 
 

 

5. I agree to blood and spinal fluid samples being taken during my illness(es) to be stored on behalf of 

the research team, by a licensed biobank for the possibility of future studies to be conducted.  
 

6. I agree to a DNA sample to be taken during routine venepuncture and to be stored on behalf of the 
research team, by a licensed biobank for the possibility of future studies to be conducted.  

 

 

7. I agree to my GP being informed of my participation in the study.        
                                          

 

8. I agree that I can be contacted in the future regarding future studies. 

 
9. I agree for the study team in London to keep my details for future contact. 

 
 

10. I understand that information held by the NHS and records maintained by The NHS Information Centre and 

the NHS Central Register may be used to help contact me and provide information about my health status. 

 

 

 
11. I agree to take part in the above study.                                                                                                
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_______________________                   ________________                   ___________________                 
Name of Patient (over 16)                        Date                                             Signature  

 

 
 

 

_____________________                  ________________                 ___________________  
Name of Person Taking Consent                  Date                                             Signature  

 

 

Patient Study Number: _____________ 

 

 


