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Participant Information Sheet - Adult 
PITMS (PIS01) 
Version: 6 Date: 6 July 2020 
REC: 19/WA/0157 EDGE: 121353 IRAS: 257366  
Principle Investigator: Prof Siddharthan Chandran  

Predicting Individual Treatment responses towards personalised medicine in 
Multiple Sclerosis (PITMS) 

Introduction 
We are inviting you to take part in a research study based at the Institute of Neurology in London. Before you 
decide whether or not you would like to take part, it is important that you understand why the research is 
being done and what it will involve. Please take the time to read the following information carefully and discuss 
it with others if you wish. Ask us if there is anything that is unclear or if you would like more information. 
Thank you for reading this. 

What is the purpose of this study? 
There are many disease modifying treatments which can be started to reduce the risk of relapses. However, 
there is currently no way of predicting which treatment will work best for each individual patient.  

The aim of this research is to develop a computer tool that predicts whether an individual with multiple 
sclerosis (MS) will respond to a particular medication. To achieve this aim we need to collect as much 
information as possible about the details that may influence a person’s response to their MS treatment.  This 
includes details about a person’s gender and ethnicity, blood test results and MRI scans, genetic factors, 
clinical examinations and lifestyle factors such as smoking and diet.  

What does the study involve? 
All adults recently diagnosed with MS who are starting a disease modifying treatment (DMT) are being invited 
to take part in this study.  Once you have read the information and had a chance to ask the research team 
questions we will ask you to sign a consent form. One copy will be given to you, along with this information 
sheet, and a copy will be kept for our records.  

Visits to the clinic will be very similar to those of any patient with MS starting a new treatment, with the addition 
of some extra examinations, completion of some study questionnaires either electronically or in paper format, 
a slightly longer MRI scan and an additional MRI scan six months after starting treatment.  We will also ask 
you to provide a very small amount of blood for genetic testing and immunology research.   It is expected the 
total clinic visit will take around 2 or 2 ½ hours.  There will be as many breaks as you like during this visit and 
we will try to make you as comfortable as possible. 

The MRI scan obtains pictures of your brain and spinal cord using a strong magnetic field and radio waves. 
The scanner itself looks like a large tube, open at both ends, which you lie in. As the scanner works it makes 
loud clicking and knocking noises, but with the aid of earplugs (which will be provided) these noises will be 
reduced. Your routine clinical MRI appointment typically lasts 20 minutes, with 10 minutes of actual scanning 
time.  At the first study visit only, we will ask you to spend an extra 20 minutes in the scanner meaning your 
appointment will last around 45 minutes.  However, for the other study visits (at 6 and 18 months), we expect 
the extra scanning time to be much shorter. 

The Clinical Assessment will be very similar to what you would have in a routine neurology clinic 
appointment and takes around 20mins. We will ask you some questions about your health and undertake a 
physical examination to test your vision, movement and sensation throughout your body. We may also 
measure your walking speed and assess how nimble your arms are. 
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The Neuropsychological Assessment will test your memory and thinking as well as assessing your mood. 
We will ask you to complete some standard memory tests and ask you a little more about your mood. This 
will take about 30 to 40 minutes, with rest breaks as needed. 

Blood Samples - a small sample of your blood will be taken at each of the study visits. The total amount of 
blood taken at each visit is no more than a couple of teaspoons.  Your samples will be stored in a registered 
Human Tissue Act licensed biobank (a secure place for future use) for possible further testing including: 

• DNA analysis  
• immunology testing 
• neurofilaments levels  

 
Analysing the DNA in blood samples will allow us to find out the relationship between our environment 
(exposures) and our personal susceptibility to disease (genes). We may also develop new genetic tests that 
predict the positive response to a medication. Any results related to genetic testing in patients with MS at this 
stage are research findings only and are not a clinical test.  

Neurofilaments represent the structure that supports the neurons (nerve cells) and an increased level of 
neurofilaments in the blood indicates that there has been a large amount of neuronal loss or damage. Testing 
your blood samples for neurofilament levels could therefore indicate that a particular drug has not been 
effective potentially helping patients avoid taking medications unnecessarily. 

Follow up 
The study design includes 3 visits over 18 months: a Baseline visit and two follow-up visits, between 6 months 
and one year and 18 months after starting treatment.  

At each visit the same clinical assessments, MRI scans and questionnaires will be collected. These 
assessments will chart your physical condition and clinical questionnaires will also inform us on factors such 
as your progress, quality of life, diet and wellbeing.  

The blood tests for genetics will only be done at the Baseline visit, since genes do not change over time. The 
extra blood for neurofilaments and neuroimmunology research will be collected at each time point. 

Visit Times 
 Baseline (First Visit) First follow-up 

(6 to 12 months) 
Second follow-up 
(18 months) 

Consent 20mins 5mins 5mins 
Clinical Care 20mins 20mins 20mins 
Research Elements 45mins 45mins 45mins 
Brian MRI 20mins 30mins 30mins 
Spinal Cord MRI  25mins 0 0 
Approx. Visit Time (with 
breaks setup etc)  

2 to 2 ½ hrs 1 ½ to 2 hrs 1 ½ to 2 hrs  

What are the benefits for me? 
You may not directly benefit from this research study, although we hope that you will be getting benefit from 
the treatment that has been decided as part of your clinical care. We also hope you will gain satisfaction from 
knowing that you are helping us and future patients to take this crucial step towards “personalised medicine”.  

What are the risks for me? 
The only interventions undertaken in this study are the blood tests (2 x 4.9ml, approx. one and half 
teaspoons) and the MRI scans.   In light of this, there are only minor risks to you associated with this study. 
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MRI is a safe imaging technology which uses a strong magnetic field and radio waves to create images of 
part of the inside of the body.  There is no ionising radiation involved in MRI.  Some people may feel a little 
claustrophobic when they are in the scanner, however you will always be able to speak to the person 
controlling the scanner via an intercom, and they will stop the scanning session at any time if you ask them 
to do so.  You will also have a buzzer that you can squeeze to attract attention. Very occasionally during 
scans people also experience a mild tingling or twitching feeling in their body, arms or legs. This is 
harmless, but if it happens and causes you any distress, you can ask for the scanning session to be 
stopped.  The common risks of a blood test include bruising, pain, infection and fainting. Our research team 
staff will discuss these with you.  
 
Regarding possible leaks of personal information, we have taken steps to maximise the confidentiality and 
security of all identifiable data by using alphanumeric codes associated with your details that will remain 
within the records of the individual hospitals taking part, while data will be stored at UCL computers in 
pseudoanonymised format; you will be allocated a unique study ID, meaning that we will need to go back to 
your study registration to link the research study information at UCL with your personal information to 
identify you.   If you give us permission to upload your data on a public database for future research that we 
could share with colleagues at other institutions, this data will be fully anonymised, which means that we 
will change the code associated with your data without keeping a record that can link the data to you. 

Do I have to take part? 
No, it is up to you to decide whether or not to take part. Your participation is entirely voluntary. If you agree 
to take part, we will then ask you to sign a consent form. If you choose not to take part in the study, or to 
withdraw once entered, you do not have to give a reason for your choice and this will in no way affect your 
medical care.  In addition, taking part in the study will not affect the choice of medication and you will start 
the treatment which has been chosen together with your Neurologist. 

If for any reason we feel you have become unable to continue to understand the study or the concept of 
consent 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.  

Travel Expenses 
If we ask you to attend outside your normal clinic appointment, we will be able to pay reasonable travel 
expenses that you may incur travelling to and from the hospital. This includes standard class travel or 0.40p 
per mile if you use your own transport.  

Will my taking part in this study be kept confidential? 
In this research study, we will need to use information from you and your hospital medical record.  We will 
only use information that we need for the research study.  We will let very few people know your name or 
contact details and only if they really need it for this study.  Everyone in this study will keep your data safe 
and secure. We will also follow all privacy rules. 

What information will be held about me?  
We will need to use information from you and your hospital medical record for this research project.  This 
information will include your name, hospital number and contact details.  People will use this information to 
do the research or to check your records to make sure that the research is being done properly.  People 
who do not need to know who you are will not be able to see your name or contact details.  Your data will 
have a code number instead.  We will keep all information about you safe and secure.  Once we have 
finished the study, we will keep some of the data so we can check the results.  We will write our reports in a 
way that no-one can work out who took part in the study. 
 
You can find out more about how we use your information: 
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• at http://www.hra.nhs.uk/information-about-patients, the UCL website or  
• https://www.ucl.ac.uk/legal-services/privacy   
• by asking a member of the research team 
• by sending an email to amber.strang@ucl.ac.uk (the Project Manager) or the Sponsor Data 

Protection Officer data-protection@ucl.ac.uk  

What will happen to the results of the research study? 
We will also aim to publish the results of this study in an appropriate medical journal. You will not be identified 
by name in any report or publication. The results of the study may also be presented in National and 
International meetings.  All Participants will be notified about the outcome of the study via the study website, 
https://www.ucl.ac.uk/ion/research/departments/neuroinflammation/pitms.    

What will happen to the samples I give? 
Blood samples taken at sites other than UCLH and GOSH will be stored locally in an appropriately 
monitored facility.  Once a viable number of samples has been collected they will be transferred to UCL 
using a validated courier.  The blood samples used for genetic and blood neurofilaments analysis will be 
stored in the neurogenetics lab (Prof H Holden, UCL Queen Square Institute of Neurology).  All samples 
will be processed, stored and disposed of in accordance with all applicable legal and regulatory 
requirements, including the Human Tissue Act 2004 and any amendments thereafter. 
 
How patient information may be used for future research 
At the end of the study, we will save some of the data in case we need check it and for future research.  We 
will make sure that no-one can work out who you are from the reports we write. 
 
What will happen if I don’t want to carry on with the study? 
You can stop being part of the study at any time without giving a reason but we will keep information about 
you and samples that we already have.   
 
How have patients and the public been involved in this study? 
Patient and public feedback on the design and outcomes of the study was sought to determine whether 
there was a demand for a quick, safe, reliable and portable method of COVID-19 diagnosis.  Enabling GPs, 
Paramedics and other healthcare workers to be able to tell COVID-19 pneumonia from other lung diseases 
and avoid unnecessary trips to hospital for patients and increased pressure on Acute Medicine and 
Accident and Emergency Units was identified as being hugely advantageous.   In addition, the idea of a 
non-invasive scan, which can quickly confirm COVID-19 infection was much preferred to the idea of a 
throat and nose swab. 
 
 
What if there are any problems? 
If you wish to complain, or have any concerns about any aspect of the way you have been approached or 
treated by members of staff you may have experienced due to your participation in the research, National 
Health Service or UCL complaints mechanisms are available to you. Please ask your research doctor if you 
would like more information on this. In the unlikely event that you are harmed by taking part in this study, 
compensation may be available to you. If you suspect that the harm is the result of the Sponsor’s 
(University College London) or the hospital's negligence then you may be able to claim compensation. After 
discussing with your research doctor, please make the claim in writing to Prof Olga Ciccarelli who is the 
Chief Investigator for the research and is based at UCL Queen Square Institute of Neurology, Queen 
Square, London. The Chief Investigator will then pass the claim to the Sponsor’s Insurers, via the 
Sponsor’s office. You may have to bear the costs of the legal action initially, and you should consult a 
lawyer about this. 

http://www.hra.nhs.uk/information-about-patients
https://www.ucl.ac.uk/legal-services/privacy
mailto:amber.strang@ucl.ac.uk
mailto:data-protection@ucl.ac.uk
https://www.ucl.ac.uk/ion/research/departments/neuroinflammation/pitms
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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, contact details are at the end of the document.  If you remain 
unhappy and wish to complain formally, you can do this via the hospital’s Patient Advisory Liaison Service 
(PALS). 
Patient Experience Team NHS Lothian 
2-4 Waterloo Place, Edinburgh, EH1 3EG 
E-mail: feedback@nhslothian.scot.nhs.uk  
Tel: 0131 536 3370   
 
Who is organising this study? 
UCL is the sponsor for this study.  
 
Who has reviewed the study? 
All research in the NHS is reviewed by an independent group of people called a Research Ethics 
Committee (REC) which is there to protect your safety, rights, wellbeing and dignity.  This study has been 
reviewed and given a favourable ethical opinion by the Wales Research Ethics Committee 6 and the Health 
Research Authority (HRA) in accordance with UK regulations.  
 
What if I still have questions? 
If you have any other questions then please get in touch, by either email or phone with any of the following: 
 
Chief Investigator 
Professor Olga Ciccarelli 
o.ciccarelli@ucl.ac.uk 
Tel: 0203 1088797 
 
Site Principal Investigator 
Professor Siddharthan Chandran 
Siddharthan.Chandran@ed.ac.uk 
0131 465 9513] 
 
Research Manager 
Amber Strang 
amber.strang1@nhs.net  
Tel: 0203 1088797 
 
 
Thank you for taking the time to read this information sheet. Please keep it for future reference. 
 
 

mailto:o.ciccarelli@ucl.ac.uk
mailto:Siddharthan.Chandran@ed.ac.uk
mailto:amber.strang1@nhs.net
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