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PARTICIPANT INFORMATION SHEET

You have been invited to take part in a research study, also called a clinical trial. Before you decide

whether or not to take part, you need to understand why the research is being done and what it would

involve for you, remember you do not have to take part. Please take time to read this document carefully.

The study doctor or one of his/her team will go through the information sheet with you and answer any

questions you may have. This process is called ‘informed consent’. You may talk to others about the study

if you wish.

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 study and describes the rules of what happens if you are no longer

able or eligible to continue in the trial, confidentiality issues, and rules covering the privacy of your health

information. Ask us if there is anything that is not clear.

Short Study Title Safety of IxaZOmib targeting plasma cells in Multiple Sclerosis (SIZOMUS)

Full Study Title Safety of IxaZOmib targeting plasma cells in MUltiple Sclerosis: A Phase 1b
randomised, double blind, placebo controlled trial

Sponsor Barts Health NHS Foundation Trust

Investigator/site Dr Sharmilee Gnanapavan, The Royal London Hospital

EudraCT no. 2018-003686-34

Sponsor’s ID. 012436

REC no 19/LO/0165

IRAS ID. 251703

Dr Sharmilee Gnanapavan
Department of Neurology, The Royal London Hospital,

Whitechapel Road, Whitechapel, London, E1 1BB.
Tel: 02073777000 Ext. 42157

Email: Sharmilee.Gnanapavan@bartshealth.nhs.uk
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This information document may contain words that you do not understand. Please ask the study doctor

or the study staff to explain any words or information that you do not clearly understand or ask if you

would like more information. The UK Clinical Research Collaboration (UKCRC) booklet “understanding

Clinical Trials” has information about medical research, and questions you may want to ask. If you would

like to read it please visit www.ukcrc.org/wp-content/uploads/2014/03/ict_Booklet.pdf or ask for a copy.

PART 1: INFORMATION ABOUT THIS STUDY

1. What is the purpose of the study?

The purpose of this study is to assess the safety and effectiveness of a drug called ixazomib, also called

Ninlaro® in people with multiple sclerosis (MS). MS is a condition that affects the nervous system. In MS

the myelin sheath, which is the coating around nerves which protects them and helps them function

normally, is damaged. This causes a range of symptoms.

The body’s immune system normally works to fight off infections from foreign bodies such as bacteria. It

does this by making proteins called antibodies which are targeted specifically against the particular

foreign body. In MS the immune system mistakes myelin for a foreign substance. Faulty plasma cells,

which are particular blood cells involved in the immune system, start making antibodies targeted at

myelin - these antibodies start attacking the myelin. This causes damage to the myelin and it eventually

is stripped off the nerves partially or completely, leaving scars which are termed lesions or plaques. These

lesions disrupt the signals which normally travels along nerves, leading to the nerves stopping functioning

normally. The signals can slow down or stop completely, and this is responsible for the range of symptoms

experienced by people with MS (pwMS).

Disease modifying therapies (DMTs) can help dampen down this process but they haven’t been shown to

be able to avoid or improve the progressive phase of the disease. This may be because the faulty antibody-

making cells (plasma cells) have been found to actually reside in the membranes surrounding the brain

and spinal cord (meninges). We know this because these antibodies can be found in the spinal fluid

(cerebrospinal fluid or CSF) and in the meninges, in what are called oligoclonal bands (OCBs). The presence

of OCBs are the hallmark of MS, and no drug has yet been shown to remove them.

Ninlaro® is a drug that targets these faulty plasma cells. The proteasome is a structure in the cells of the

body which is responsible for clearing up the unwanted old proteins so that they don’t disrupt the normal

functioning and growth of the cell. Faulty plasma cells make lots of proteins and so are reliant on the

proteasome to work hard to clear up the old unwanted proteins at the right time, so that the cell can

continue to grow and function. Ninlaro® disrupts the functioning of the proteasome in faulty plasma cells
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– this causes a build-up of old unwanted proteins inside the cell which becomes toxic and causes death

of the faulty plasma cell.

There are two main aims in this study:

a. To test whether Ninlaro® is safe and well tolerated in pwMS (i.e. that it does not cause too many

unwanted effects); and

b. To test whether Ninlaro® can reduce or eliminate the presence of OCBs in the CSF.

In this study there will be a placebo or dummy drug. A third of participants will be randomly assigned

(randomised) to receive the placebo and two-thirds will be randomly assigned to receive Ninlaro®. You,

together with the entire study team (doctors, nurses, data managers and co-ordinators) won’t know

whether you are having placebo or Ninlaro®. This is called ‘double-blind’. The reason for this is so that the

study produces unbiased data on whether Ninlaro is safe and effective in MS.

2. Why have I been invited to take part?

You have been invited to take part because you have been diagnosed with MS, and are aged between 18

and 65. The study doctor thinks you may be eligible to take part in this study. If you agree to take part

you will have to undergo some tests to make sure you are eligible.

To take part you must also:

a. Be stable on DMT treatment if you have the relapsing-remitting form of MS (RRMS)

b. Not be on any DMT if you have the progressive form of MS (PMS)

c. Have a CSF sample from a lumbar puncture (LP) which shows the presence of OCB

d. Agree to use contraception as detailed on page 12 of this information sheet

e. Be willing and able to provide written informed consent to participate

f. Agree to comply with the requirements of the study protocol

g. Be reasonably fit and able to attend study visits.

In order to take part you must not:

a. Have had a MS relapse within the last month

b. Be pregnant or breastfeeding

c. Have had recent major surgery

d. Have a serious infection at the time of the screening visit, or a history of HIV, hepatitis, tuberculosis or

syphilis infections

e. Have any other serious medical or psychiatric condition, which in the doctor’s opinion may make it

inappropriate for you to take part. This includes certain cancers, uncontrolled heart conditions and any

other neurological disease apart from MS
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f. Have any very abnormal results on blood and urine tests which indicate your liver, kidneys or bone

marrow are not working sufficiently

g. Have taken part in any other clinical trial involving a medicine within a month of the screening visit for

this trial

h. Have been treated with Ninlaro® before

i. Have a history of uncontrolled drug or alcohol abuse within the last 6 months

You will be free to leave the study at any time, should you wish to do so.

3. What is the drug that is being tested?

Ninlaro® is the drug being tested. As explained above, it works by stopping unwanted proteins from being

removed from the faulty cell, which makes the faulty cell toxic and causes it to die. Ninlaro® is licensed

for the treatment of myeloma, a blood cancer where the faulty plasma cells cause problems with the

bone marrow. Ninlaro® has not been tested in pwMS before, but there are a lot of safety data from

treatment of patients with different diseases such as myeloma and AL amyloidosis which are bone

marrow disorders, and lupus which is an autoimmune disease. This means that much is known of the

unwanted effects and how to treat them. However, in pwMS there may be new unwanted effects and

that is why we are looking closely at safety measures in this study.

Ninlaro® is taken in cycles. Each cycle lasts 28 days, and you will be instructed to take one capsule each

week on the first three weeks, on days 1, 8 and 15 of each 28 day cycle. The fourth week will be a capsule-

free week. There will be three different drug doses in this study: 4 mg, 3 mg and 2.3 mg. The first five

participants will start by taking 3 mg capsules for the first three cycles of treatment. After the first five

patients complete three cycles, there will be a review of the safety information (blood tests results and

untoward side effects experienced) to date. If there are no significant problems at that dose then the

study team will apply to the regulatory bodies to increase the dose to 4 mg.

4. Do I have to take part?

No. It is up to you to decide to join the study. Your taking part in this study is voluntary and you may

refuse to take part or leave the study at any time without giving a reason or without penalty or loss of

benefits to which you may otherwise be entitled.If you do decide to take part you should read this

information sheet carefully and sign the consent form to show you have agreed to take part. You will get

a copy of the signed form. Feel free to discuss the study with others before you decide.
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5. What will happen to me if I take part?

Through the course of the study you will undergo many tests and procedures. The results of tests and

procedures from your first visit, the ‘screening’ visit will determine whether or not you are eligible to take

part. If you are found to be eligible to take part then you will be invited back for the ‘baseline’ visit. The

test results from the baseline visit will be used as your ‘pre-treatment’ results and will be the comparator

for your test results at other stages of the study to see whether the drug has been safe and effective. As

mentioned above, once you are found to be eligible, you will be randomised into one of two arms: to

receive either active drug (Ninlaro®) or placebo. The randomisation will be done such that there are equal

numbers of RRMS and PMS patients in each arm (called ‘stratification’). You won’t know whether you are

receiving Ninlaro® or placebo, nor will the study team. The Ninlaro® and placebo capsules are identical in

appearance. Please be aware that in trials like this the term ‘study drug’ refers to both Ninlaro® and

placebo.

As described above, the first five participants will start the study by taking 3 mg capsules and may then

progress to 4 mg capsules if there are no significant problems identified during the safety review. If there

are problems, which the study doctors believe are related to the study drug, then the dose can be reduced

as follows: if you are taking 4 mg then your dose will drop to 3 mg; if you are taking 3 mg then your dose

will drop to 2.3 mg. If there are problems at the lowest dose, then you may be able to stop taking the

drug for a while until the problem resolves, or you may have to stop completely and come out of the

study. The study team will discuss all of this with you in detail.

The study consists of the three phases:

 Screening and baseline phase (lasting up to 8 weeks)

 Treatment phase (from the first dose to the last dose of study drug, lasting 24 months)

 Follow-up phase (lasts up to 30 days after the final capsule is taken)

Below is a summary of what happens at the study visits. The study team will go through this with you in

more detail.

Screening/Baseline

(Procedures to be completed before first administration of study drug):

 Demographic information (e.g. age, gender)

 Medical history and any medicines you have taken before and may be taking currently

 Physical exam including height and weight

 Vital signs (heart rate, blood pressure and temperature)

 Electrocardiogram (ECG, tracing of the electrical activity of the heart)

 Blood tests as follows:
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o Blood counts, kidney function, liver function, thyroid function, cell antibodies

o Biomarkers: molecules in the blood that are markers of disease activity in MS

o Pregnancy test in women of child bearing potential

o Viruses carried in the blood: tuberculosis (TB), syphilis, HIV and hepatitis

 Urine test to make sure you do not have myeloma.

 EDDS (disability assessment that you normally have at your clinic visits)

 Lumbar Puncture (LP) during which CFS samples will be taken for safety and biomarker analysis

 Brain and spine magnetic resonance imaging (MRI) scan

 Questionnaires (MSIS-29, FSS and HADS)

If you pass the screening visit, you will receive your first dose of study drug in the clinic at the baseline

visit. This will happen after you have had all the necessary study tests and procedures. You will need to

remain under observation in the clinic for one hour after taking the study drug. The baseline visit is also

referred to as Day 1 for the purposes of the treatment cycle – you take study drug on Days 1, 8 and 15 of

each cycle.

Treatment phase

(These procedures take place during the time you are having study drug):

 Medical history update

 Physical exam

 Vital signs

 Blood and urine tests (including pregnancy test where applicable)

 Monitoring of concomitant medications (medicines you are currently taking)

 Monitoring of adverse events (any untoward events, injuries or illnesses you may have

experienced since enrolling into the study, whether or not they may be related to the study drug)

 Study drug dispensing

 At the 12 and 24 month time-points only, you will have the MRI scan and LP repeated.

Visits during the treatment phase will take place about every 28 days or four weeks. Attendance is

compulsory as you will be given your next batch of study drug to take during your next cycle. If after six

months of treatment all of your blood and urine tests are stable and you are not having any worrying

unwanted effects from the study drug, you may be able to attend every eight weeks instead of every four

weeks. However, this is at the discretion of the study doctor and may or may not be appropriate for you.

During the trial you may receive telephone and text reminders to take your study drug on the
appropriate day.
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End of Trial

(The procedures must take place within 30 days from your last dose of the study drug):

 Medical history update

 Physical exam

 Vital signs

 Blood and urine tests

 Monitoring of concomitant medications

 Monitoring of adverse events Participants who leave the study before completing the 24

month treatment period will also be asked to attend an end of trial visitThe schedule of

assessments in table/diagram form can be found on page 8 below.

6. What are the potential benefits of taking part?

Although the treatment used in this study has been shown to be of benefit to people with myeloma, it

has not previously been given to pwMS. The study team and expert reviewers believe that the scientific

basis for the study is a sound one, but there is no guarantee that you will directly benefit from taking part.

It is possible that others may benefit from this research in the future. Your participation in this study may

therefore help other pwMS in the future by providing important information about its treatment.

Consultation with the community, service users and patients conducted by the Health Research Authority

in the UK has identified indirect benefits that some research participants have felt they have gained, such

as:

 Empowering participants to learn more about their condition

 Supporting or adding to existing diagnoses where more may be learnt about their condition

 Being seen more often and/or feeling more supported as a consequence of their involvement in

the research etc.
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Schedule of Assessment (in Diagrammatic Format)

SIZOMUS PIS v1.0, 06Dec18
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7. What are the potential inconveniences and risks of taking part?

There are some risks and inconveniences associated with taking part in this trial, and there are some

associated with your condition and with tests and procedures you would likely need to undergo even

if you were not taking part in this study (tests and procedures which are part of routine care). We will

try to explain them here.

Number of visits to the hospital

By taking part in this study you will be visiting the hospital many more times than you ordinarily would.

This is because there are tests and procedures which must be completed at frequent and regular

intervals. You may find this tiring. The study team will do their best to minimise any inconvenience to

you, however at times it may be unavoidable.

Blood samples

You may often have blood tests as part of your normal care, especially if you take certain medicines.

As part of your participation in this study, you will have more frequent blood tests. This is to make

sure you aren’t experiencing any untoward effects from the study drug. During the collection of blood

samples, you may experience pain and/or bruising at the needle puncture site. This problem should

clear up in a few days. Although rare, excess bleeding, clots and infections at the puncture site may

occur. Light-headedness, dizziness and/or fainting may also occur during or shortly after the blood is

taken, this can be due to nervousness, dehydration or feeling unwell. If you feel faint after a blood

draw you should lie down right away to avoid falling down. You must let the nurse, phlebotomist,

doctor or person taking your blood know straight away.

The amount of blood that will be taken at each visit will vary from between about 9 to 43 ml, but will

usually be about 9 ml; this is equivalent to just over ½ a tablespoon. Over the duration of the study

the total volume of blood taken will be under 300 ml; to put this into perspective a standard blood

donation is usually 450 ml. If your doctor is concerned about your health he/she may ask for some

extra blood tests. If you are allowed to skip some study visits, you will have fewer blood tests

performed.

Electrocardiogram (ECG)

An electrocardiogram (ECG) is a test that tells how the heart is working. You may have had this

performed in the past. As part of the screening procedures in this study you will need to have an ECG

performed to make sure you have no heart abnormalities. You will have small, soft, sticky pads placed

temporarily on your chest and limbs. There is no pain or discomfort during an ECG; however the small

sticky pads may cause a skin reaction such as redness or itching. Taking the pads off may cause
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localised irritation to the skin and may cause discomfort if some hair sticks to them, like having a

plaster taken off. You could also be allergic to the gel applied to your skin where the sticky pads are

placed. Any pain or discomfort lasts a short while; if it persists please inform your nurse, doctor or

person performing the ECG.

Lumbar Puncture (LP)

You’ve probably had a LP performed as part of your routine clinical care or at diagnosis. During the

study you will have three LPs done: once before the first time you take study drug, once at visit 14

(when you have been taking study drug for 12 months) and once at visit 26 (at the end of the study,

when you have been taking study drug for 24 months). During the LP, a fine needle is inserted into the

spinal canal to take a CSF sample and to measure fluid pressure. A local anaesthetic will be given to

numb the area but you may still feel a little pain or discomfort at the needle puncture site. You may

develop a headache after the LP, this usually goes after a few hours. It may be best to lie down for a

few hours after the LP as this makes the headache less likely to develop. Other problems are rare, for

example, infection or bleeding of the site of needle entry. At Barts Health a special needle, called an

‘atraumatic’ needle, is routinely used for the procedure, and this reduces the risks of the procedure

considerably. Further information about lumbar puncture can be found from

(http://www.clinicspeak.com/lumbar-puncture/)

MRI scan

You would have had at least one MRI scan of your brain and/or spine as part of your routine care. MRI

is a painless scan that produces detailed images of your brain and spinal cord. The scan requires that

you lie still on a couch for some time. Please let the study nurse/doctor or radiographer (the person

performing the scan) know if you are unable to lie still on your back for an extended period of time. If

you are becoming uncomfortable during the scan you must let the radiographer know. You will be

given an injection of contrast medium or “dye” into your vein which allows particular areas to be seen

more clearly. On rare occasions you may experience side effects from the contrast material, including

nausea, vomiting, itching, rash and headache, or you may have an allergic reaction to the contrast

material (with symptoms such as rash and itchy eyes). If you experience these please let the study

team or the radiographer know.

MRI scanners do not use radiation, but use a magnet to build up the picture of the inside of the body.

Before you have the scan you will be asked to undress and put on a hospital gown. You will need to

remove all jewellery, hair clips or anything else containing metal. This is because the scanner is a huge

magnet, so no metal can be allowed into the room. It is also important to make sure you have nothing

with a magnetic strip (like a bank card) with you. You will be asked to lie on a couch which will slowly
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move into what looks like a long cylinder or tunnel. If you do not like enclosed spaces, it is important

to let the study doctor/nurse (and radiographer) know beforehand. The MRI machine is noisy - there

will a loud banging noise while you are having the scan. The MRI scan last 30 to 60 minutes.

Confidentiality of your information/data

Although every effort will be made to protect your personal health information, it is possible that if

confidential information is inadvertently disclosed, there could be negative effects on you.You will

read more about the protection of your information later in this form. Please ask the study team if

you would like to know more about how your information will be protected while you are in this study.

Placebo

One third of the participants in this study will receive a placebo or dummy drug. That means you may

take part and undergo all the study procedures without receiving any new medicine at all. You should

think carefully about this; discuss it with your family and your GP or other doctors. As mentioned

above, there are some advantages to taking part in a clinical trial, even if you do not receive benefit

from the study drug itself. Also, although you may not benefit directly from your participation,

information gleaned from this study may help others in the future.

Possible undesirable effects associated with the study drug

The study drug in this trial has been tested in other conditions such as myeloma, in conjunction with

other potent medicines. The undesirable effects observed in those clinical studies were generally

manageable, and most were able to be treated or resolved. However, in any clinical trial or study,

there is a risk of unexpected, perhaps serious, reactions to the study treatment. Please inform your

study team if you experience any untoward effects or problems. You will be asked about these at

every visit (called ‘adverse event’ monitoring), but if you experience any worrisome problems between

visits, please get in touch straight away. Below are further details of undesirable effects of the study

drug experienced by participants in previous clinical trials. It is important to note that not everyone

will experience all the undesirable effects listed, and that Ninlaro® would have been given in

combination with other potent medicines, and not by itself like in this study.

Very common undesirable effects (may be experienced by about 1 in 10 people or more):

 Chest (upper respiratory tract) infection

 Low platelet count (thrombocytopenia; platelets are a type of blood cell which help

the blood clot)

 Low neutrophil count (neutropenia; neutrophils are a type of blood cell involved in

fighting infection)
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 Numbness or tingling or painful sensation in hands and feet (peripheral neuropathy)

 Feeling sick (nausea)

 Being sick (vomiting)

 Loose stools (diarrhoea)

 Difficulty passing stools (constipation)

 Skin rash or reaction

 Back pain

 Swelling or fluid build-up in the legs.

Common undesirable effects (may be experienced by about 1 in 100 people or more):

 Shingles (Herpes zoster)

 Eye problems (e.g. dry eyes, blurred vision, inflammation)

There may be other undesirable effects of the study drug – if you experience anything untoward,

please notify the study team straight away.

8. Are there any precautions or lifestyle restrictions?

Contraception

You must not take part in this study if you are pregnant or planning to become pregnant. Mothers

must not breastfeed whilst taking part in this study. You should not become pregnant during the study.

You must not plan to father a child or donate sperm during the study. This is because the effects of

the study drug on an unborn baby are not known, nor do we know the effects on breastmilk.

If you are a woman of child bearing potential you will need to have a blood pregnancy test performed

at the baseline visit, prior to starting the study drug, and again at visits 14 and 26. A urine pregnancy

test will be done at all other visits. Women of childbearing potential must agree to use two effective

forms of contraception at the same time, from the time of signing the informed consent form until 90

days after the last dose of study drug.

Effective methods of contraception would include a barrier method, such as one of the following:

 Male or female condom, with or without spermicide, or

 Cap, diaphragm or sponge with spermicide,

PLUS one of the following:

 The ‘pill’ (only the combined pill is allowed), injections and implants

 Intrauterine device or system (IUD, IUS or ‘coil’)

 Contraceptive ring or patches.
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Women will not need to use contraception if any of the following statements are true:

 You went through the menopause one year ago or more, and our blood tests confirm that, or

 You’ve had your womb, both of your ovaries or both of your fallopian tubes removed, or

 You’ve had an operation to block your fallopian tubes, or

 You agree to practice true abstinence (abstaining from having sexual intercourse), and this is

in line with your preferred and usual lifestyle. You will need to discuss this further with the

study doctor.

Men whose partner is a woman of child-bearing potential must:

 Use effective barrier method of contraception such as a condom throughout the study and

until 90 days after the last dose of study drug, or

 Agree to practice true abstinence (abstaining from having sexual intercourse), and this is inline

with your preferred and usual lifestyle. Please discuss this further with the study doctor.

If a woman becomes pregnant or suspects that she is pregnant while participating in this study or

within 90 days after the last dose, she must inform the study team immediately and stop taking the

study drug. If a participant’s partner, becomes pregnant whilst or after taking part in the study the

study doctor should be notified immediately. The study doctor will keep in touch until the end of the

pregnancy, to find out if the study drug has affected your unborn child.

Dietary restrictions

Ninlaro® should be taken on an empty stomach (no food or drink) at least 1 hour before or at least 2

hours after food. A total of approximately 240 mL of water should be taken with the capsules.

Other medications

Some other medications (including herbal or alternate medicines) may interact with the study drug in

a harmful way – the study team will discuss this in more detail with you. If you are taking certain DMTs,

the study doctor will keep a close eye on your blood results to make sure everything is okay.

Medical insurance

If you hold private medical insurance you should check first with your provider that taking part in this

study will not affect your insurance.
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9. Will there be any payments for taking part?

You will not be paid for taking part in the study. The study medication, study-related procedures and

tests, and study visits will be free of charge. Reasonable travel costs relating to you attending for study

visits will be reimbursed by the study team up to a maximum of £20 per visit. You must provide valid

receipts for your travel expenses.

10. What are the alternatives for treatment?

You do not have to be in this study to get help for multiple sclerosis; other treatments may be available

depending on the stage of disease. Your study doctor can advise you on other treatments that do not

involve your participation in this study. In addition, you may discuss your options with your regular

neurologist or GP.

11. What happens when the research study stops?

Once your participation in the study is over, it is most likely that the study medication will no longer

be available to you. The study doctor will discuss with you how best to continue your medical care.

12. What will happen to any samples I give?

Samples will be sent to the following laboratories for testing:

 Royal London Pathology Department: Haematology, Biochemistry, Virology and Microbiology

samples

 CSF samples will be processed for OCB at the National Hospital for Neurology and

Neurosurgery

 Queen Mary University of London (QMUL) Centre for Neuroscience and Trauma

Neuroimmunology Laboratory will process the biomarker samples.

Some samples will be analysed immediately – these will be the ‘eligibility’ samples (the ones which

dictate whether or not you are eligible to take part), or ‘safety’ samples (samples which tell us whether

the drug is having any untoward effects, or if you have any new infections or illnesses). Those samples

will be discarded according to standard hospital practice after they are analysed. CSF samples during

the study will be analysed in real time but the results will not be shared with the study team. Other

samples will be processed and stored for analysis at the end of the study – these are the samples

which will tell us if there has been any effect from the study drug. All samples collected during the

study will be stored securely. With your permission, we will retain some samples for future laboratory-

based, ethics committee-approved research. These samples will be considered as a donation.



Page 15 of 19 SIZOMUS PIS v2.0, 27Mar19

13. Who is organising the study?

The Sponsor of the study is Barts Health NHS Foundation Trust. Being the Sponsor of a study means

taking overall responsibility for making sure that the study is run according to the approved protocol

or plan, and in keeping with laws and regulations governing research. The doctor in charge of the study

(Chief Investigator) is Dr Sharmilee Gnanapavan. The study is being funded by a grant from the

company that owns Ninlaro®, Takeda Pharmaceuticals International Co.

PART 2: INFORMATION ABOUT STUDIES IN GENERAL

14. What if relevant new information becomes available?

The study team will keep you informed about changes to the study plan (protocol) as the study

progresses, which may affect your decision to continue taking part in the study. If you decide not to

carry on taking part in this study, your study doctor will make arrangements for your continuing

medical care. If you decide to continue in the study he/she may ask you to sign another consent form

to confirm you agree with the changes in the study and you are happy to continue. You have the right

to withdraw participation at any time. Sometimes changes may be made to the study which make it

inappropriate for you to continue taking part; if this is the case, the study doctor will talk to you about

this.

15. What will happen if I don’t want to carry on with the study?

You can stop taking part in this study at any time. If you choose not to take part or you agree to take

part but then withdraw from the study, this will not affect your present or future medical care and

there will be no penalty or loss of benefits to which you may otherwise be entitled.

Your study doctor can take you out of the study even if you wanted to continue taking part if:

 The Sponsor, regulatory authority or ethics committee cancels the study

 The study doctor thinks that removing you from the study is in your best interest

 You need other medication that would interfere with the study

 This is necessary to meet the requirements of the study

 You have not followed the directions given by the study doctor.

If you decide to stop being part of the study you should:

 Tell the study team as soon as possible

 See the study doctor to be examined

 Return all of the unused study medication along with any other study materials.
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If you stop being part of the study for any reason, the study doctor may continue to use any

information gathered so far in connection with you taking part in the study, as long as this is for the

purposes described in this document.

If you or the study doctor decides you should stop taking part in the study early, you will have an ‘early

withdrawal’ visit where some tests and procedures will be carried out (as described above).

Once your participation in the study is over, the study medication will no longer be available to you,

and the study doctor will discuss with you how to continue your medical care.

16. What if there is a problem?

If you are injured as a result of the research procedures, your injury will be treated. The Sponsor will

provide compensation if you are injured as a result of taking part in the study only if this was due to

someone’s negligence. Your compensation may be reduced if you are partly responsible for the injury.

You will not receive any compensation if the injury was not the fault of the study team or the Sponsor.

If you want to claim compensation for a study-related injury, please contact your study doctor.

Complaints

If you have a concern about any aspect of this study, you should ask to speak to a member of the study

team who will do their best to answer your questions (contact details are below). If you remain

unhappy and wish to complain formally, you can do this by contacting the Patient Advice and Liaison

Service (PALS) on:

 020 3594 2040 rlhpals@bartshealth.nhs.uk

17. Who has checked and reviewed the study?

The study has been checked and approved by the following organisations:

 The London - Dulwich Research Ethics Committee

 The Medicines and Healthcare products Regulatory Agency (MHRA), the authority that controls

medicines in the UK

 The Heath Research Authority (HRA), which oversees health and social care research in England

 Barts Health NHS Foundation Trust

 An independent MS specialist neurologist

 Takeda Pharmaceuticals International Co., the funder of the study and manufacturer of Ninlaro®

The ethics committee, the MHRA, the HRA and the independent expert neurologist are all

independent of the study Sponsor and the manufacturer of the study medicines.
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18. Who will know I am taking part in the study?

Barts Health NHS Trust is the sponsor for this study based in the United Kingdom. We will be using

information from you and your medical records in order to undertake this study and will act as the

data controller for this study. This means that we are responsible for looking after your information

and using it properly. Barts Health NHS Trust will keep identifiable information about you for 20 years

after the study has finished.

Barts Health NHS Trust will use your name, NHS number and contact details to contact you about the

research study, and make sure that relevant information about the study is recorded for your care,

and to oversee the quality of the study. Individuals from Barts Health NHS Trust and regulatory

organisations may look at your medical and research records to check the accuracy of the research

study.

Your rights to access, change or move your information are limited, as we need to manage your

information in specific ways in order for the research to be reliable and accurate. If you withdraw from

the study, we will keep the information about you that we have already obtained. To safeguard your

rights, we will use the minimum personally-identifiable information possible.You can find out more

about how we use your information at http://www.jrmo.org.uk/

If you agree to take part in the study, your study team will keep paper and electronic records about

you. The study team will gather and store personal information about your health and your treatment.

This will include new and existing medical records, or the types, dates, and results of various tests and

procedures, and information created or collected during the study All information about you which

leaves the study clinic will be identified by a unique code which will be made up of numbers and your

initials, without your name and address. Confidentiality will be maintained in accessing, keeping,

processing and publication of information related to your taking part in the study, i.e. your name will

not be disclosed outside the study clinic unless required by law. Information about your health and

treatment related to the study will be kept confidential in accordance with the law.

The study team will keep a ‘participant identification list’ to make it possible to link your unique code

to your name. This list will be kept in a safe place to make sure that in an emergency you can be

identified and contacted. The list will be kept for at least 20 years from the end of the study and then

for as long as necessary to keep to the legal, regulatory, scientific or other requirements. It will then

be destroyed.

A list of organisations to whom your coded information is transferred is available from the sponsor via

your study doctor. Under the UK Data Protection Act 2018, and the General Data Protection
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Regulation 2016/679, the Sponsor is the ‘data controller’ who is responsible for ensuring that your

information is safeguarded. Some or all of your medical records may be examined during inspections

or ‘monitoring’. The purpose of these inspections and monitoring visits is to make sure that the study

is carried out correctly.

You have the right to see, copy and correct your information relating to the study for as long as this

information is held by the Sponsor. However, to make sure that the study is scientifically reliable, you

might not be able to find out which treatment you received or review some of your records relating

to the study until the study has ended and the data has been analysed. Your study doctor will have

access to this information if it is needed in a medical emergency.

If you agree, your GP and your neurologist (where applicable) will be:

 told about you taking part in this study; and may be

 asked to provide details of your medical history and any new information about your health during

the study.

For more information on how your data may be used in research and what your rights are under law,

please see the HRA website: https://www.hra.nhs.uk/information-about-patients/ or ask us to print a

copy for you.

19. What are your rights to access your personal information?

At any time, you may ask the study doctor/team to see your personal information. In certain

circumstances, you may request:

 To learn more about what was done to your personal information

 A copy of your personal information

 To correct and/or delete your personal information (subject to certain conditions)

 To transfer your personal information to a third party (such as your personal doctor), in a

format suitable for re-use.

You may also:

 Object to what is done to your personal information

 Complain to your data protection authority, if your privacy rights are violated

 Claim compensation for damages or distress incurred or suffered from unlawful use of your

personal data.

You can cancel/withdraw this consent at any time by sending written notice to the study doctor at the

address shown on the first page. If you cancel/withdraw this consent, the study doctor will no longer
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use or share your health information under this consent for this study, unless they need to do so to

make sure that the study is scientifically reliable. No new information about you will be added to the

study database, but the Sponsor can still use any information they received before you cancel this

consent. If you do not sign the informed consent form, you cannot take part in the study. By signing

the informed consent form, you are authorising the study doctor and Sponsor to use and share

anonymised personal information about your health and treatment, as specified in the informed

consent form. You will not lose any of your legal rights by signing the informed consent form. This

consent does not have an end date.

20. What will happen to the results of the research study?

The results of this study may be presented at meetings or in publications. However, you will not be

personally identified in any presentations or publications. In addition, the Sponsor is committed to

responsible sharing of clinical data with the goal of advancing medical science and improving patient

care. Qualified independent researchers will be permitted to use data collected from patients during

the study to conduct additional scientific research, which may be unrelated to the study drug or your

disease. The data provided to external researchers will not include information that identifies you

personally. The personal information collected during this study may also be added to research

databases and used in the future by the Sponsor or drug manufacturer and other companies and

people working for or with the Sponsor/manufacturer to:

 develop a better understanding of the safety and effectiveness of the study medication

 study other therapies for patients

 develop a better understanding of diseases included in the study

 improve the efficiency, design and methods of future studies.

21. Further information and contact details

If you have any questions, or wish to discuss this study further please contact:

Study doctor

<name and contact details TBA>

Study co-ordinator/manager

<name and contact details TBA>

Chief Investigator, Dr Sharmilee Gnanapavan

Details are on the first page of this information sheet.


