WE WOULD LIKE TO INVITE YOU TO TAKE PART IN A CLINICAL TRIAL
<To be printed on local hospital headed paper>

Participant Information Sheet
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IIH Intervention: A clinical trial comparing 2 treatments (shunts and stents) to preserve vision for people with Idiopathic Intracranial Hypertension (IIH)

This is a non-commercial clinical trial funded by the National Institute for Health Research (grant number: NIHR131211) and sponsored by the University of Birmingham, Edgbaston, Birmingham B15 2TT (the Sponsor) – IIH Intervention trial. 
This information sheet is designed to help you understand what the trial is about. Taking part in this trial is voluntary, and before you decide it is important for you to understand why the research is being done and what it will involve. Please read and discuss it with anyone you wish. You may take this sheet away with you. Do feel free to ask if there is anything that is not clear or if you would like more information. Take time to decide whether or not you wish to take part.
This information sheet has been split into two parts: 
· Part one tells you why we are doing this trial and gives information about the 2 treatments (shunts and stents) 
· Part two tells you what will happen if you take part and gives you more detailed information about the trial.
Please ask us if there is anything that is not clear.
IMPORTANT THINGS THAT YOU NEED TO KNOW
This trial is for adults and not children. All adults who take part in this trial have a diagnosis of Idiopathic Intracranial Hypertension (IIH) and are at risk of permanent sight loss. 
In this trial, the researchers want to compare two treatments (shunting and stenting) to find the best treatment to save a person’s eyesight. We also want to find out which treatment is the best in the long term. 
This Participant Information Sheet is provided to help you understand what treatment will be given and will provide answers to the questions on the right of this page.
Thank you for reading this Participant Information sheet 
and considering the IIH Intervention trial.
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PART ONE: What is this trial about? 

1. WHAT IS THE PURPOSE OF THIS CLINICAL TRIAL? 
Idiopathic intracranial hypertension (IIH) is a rare condition of unknown cause that results in raised intracranial (brain) pressure. People with IIH typically present with visual disturbance (e.g. blurred vision or sudden darkening of vision) and headache.
Some people with IIH are at risk of permanent sight loss and require emergency intervention to lower brain pressure in order to prevent permanent loss of sight. 
We are doing this trial because we want to compare two treatments (shunting and stenting), to find the best treatment to save eyesight in people with IIH at risk of permanent sight loss. The research is designed to find out which treatment is the best in the long term.

The two treatments that will be compared are: 
1. Cerebrospinal fluid (CSF) Shunting (shunting) – A shunt is a narrow flexible silicon tube with one end inserted in the CSF space in the brain (ventricle) or lower spine and the other end into the abdominal cavity, to allow drainage of CSF and to lower the brain pressure. 
There are two types of shunts: a ventriculoperitoneal (VP) shunt where the tube is inserted into a part of the brain called the ventricle and a lumboperitoneal (LP) shunt where the tube is inserted in the lower part of your back (spine). Both types of shunts are available, but the choice of shunt will be decided following discussion with the surgeon and according to local practice. One of the limitations of a VP shunt is that individuals are not allowed to drive for 6 months after the operation. 

2. Dural Venous Sinus Stenting (stenting) – A tube made of metal mesh (stent) is passed through the vessels into a narrow part of one of the large drainage veins in the brain, in order to widen it. The stent is inserted through a small skin incision via the veins using a small tube (catheter) and wire, under X-ray guidance. 
We also refer to shunting and stenting treatments as interventions.

For this trial, one half of the participants will randomly have a shunt, and one half will have a stent. This is what we call ‘randomisation’. The chance of having either intervention is the same. It is important that you accept that the decision whether you will have a shunt or stent is decided in a random way. It is important that you understand that the doctor has no influence on whether you are randomised to receive a shunt or a stent. Randomisation is important because it makes sure that every person has equal chance of receiving any of the two treatments and makes the results fair.
[image: ]
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Participants are then followed up with regular assessments. Participants will be seen by the hospital/ doctor/ care team regularly to have some tests and see how they are feeling. 
Participants will also be asked to give us permission to access some of their medical data from NHS digital (these are NHS electronic health records) for up to 10 years after their intervention. The researchers will use this data for long term follow-up rather than additional trial appointments.

2. WHY HAVE I BEEN INVITED TO TAKE PART?
You have been approached because you have been diagnosed with IIH and need emergency treatment to lower brain pressure and save your eyesight.

3. WHAT DO I NEED TO KNOW ABOUT THE TWO TYPES OF TREATMENT USED IN THIS TRIAL?
Ventriculoperitoneal (VP) and Lumboperitoneal (LP) Shunts:
VP and LP shunts drain CSF from the brain or lower spine to the abdominal cavity and this immediately reduces brain pressure.
For a VP shunt, one or two small cuts are made in the scalp and a small hole is drilled into the skull beneath the cut. A thin tube (catheter) is then placed into a fluid-filled space of the brain called the ventricle to drain CSF. The other end of the tube is then placed under the skin, from behind the ear, down the neck and chest to the abdomen. Another one or two small cuts are made in the abdomen and the catheter is placed inside the abdomen to drain the CSF. The cuts will be closed with stitches. The tube has a valve (a control device like a tap) that regulates the flow of fluid and in some cases may have a small reservoir or a pressure monitor to help with the function and the assessment of the shunt in cases of suspected malfunction. The valve may be adjustable, which means that the drainage of fluid can increase or decrease by changing the setting of the valve. 
For an LP shunt, one end of the catheter is placed in the CSF (fluid) space at the bottom of the spine through a skin cut at the lower back and the other end is placed in the abdomen, through one or two more skin cuts. The shunt drains the excess fluid from the spine, which communicates with the fluid in the brain, into the abdomen. The shunt has a valve that regulates the flow of fluid and this valve may also be adjustable. 
Both types of shunts are inserted in the operating theatre under general anaesthetic. The type of shunt that you will have will be decided following discussion with the surgeon (see above). A shunt remains in the body for ever. It is only removed if it causes problems like infection. 
As with any surgery there are risks of complications – please see section 7 for full details. 
There are a few professions that exclude people with shunts, such as the UK armed forces, due to the demands and unpredictability of the job. 
If you have a VP shunt placed and drive in the United Kingdom (UK) then you will have to notify the DVLA of this and will not be allowed to drive for 6 months. If you suffer a seizure, you will not be able to drive for longer. 

Stenting:
Stenting is an emerging procedure for people with IIH and is currently routinely offered at a limited number of centres in the UK. 
Depending on local practice, before and after the procedure, blood thinning tablets are given to reduce the risk of developing a blood clot in the stent. In most centres the blood thinning tablets are continued for 6 months after the procedure.
The stenting is performed in the Radiology Department under local or general anaesthesia. A thin tube (catheter) and wire are inserted via a large vein in either the groin or neck. The wire is then passed through the blood vessels to the main veins of the brain (dural venous sinus) inside the head. From here, the doctors are able to use X-rays and a special dye to show the narrowed part of the vein. A stent (wire mesh tube) is then introduced via the catheter and delivered across the narrowing of the vein in order to widen it and keep it open. The stent remains in the body for ever. 
Please see section 7 for the list of potential complications.  

If you take part in the trial, you will be carefully monitored for any complication, and will be offered further treatment if necessary, which may include another stenting or shunting.



4. DO I HAVE TO TAKE PART?
No. Participation is voluntary. If you decide to take part, you will be asked to sign a consent form and will be given a copy to keep. You may withdraw from the trial at any time and you do not have to give any reason for your decision.
If you decide not to take part, your doctor will continue to treat you with the best means available and the standard of your care will not be affected.
If you choose to take part in the trial but later choose to withdraw, we would still like to collect information about your treatment as this will be invaluable to our research. If you have any objection to this please let your doctor know. Data already collected prior to withdrawal will be kept and analysed. 

Thank you for taking the time to read Part One. 
If you are interested and are considering participation, please read the additional information in Part Two before making any decision. 


PART TWO: What do I need to know before I take part in this research? 
5. WHAT DOES TAKING PART INVOLVE?
If you agree to take part in this study you will be provided with a copy of this information leaflet and will be given the opportunity to discuss the study with a member of your local clinical team. You will be given time to decide whether you wish to participate in the trial. During this time, you may want to discuss this with your friends or family. 
If you decide to take part you will be asked to sign a consent form and will be given a copy to keep. Following this, you will be asked to attend 11 hospital appointments and 1 telephone appointment. Your trial participation will take 2 years from start to finish. There is a chart on p.11 with the details of all the visits and assessments.
With your permission, the sponsor will also obtain routinely collected health data from NHS Digital (the National custodian of NHS health and social care data) about your health and any other hospital appointments you may have for up to 10 years after the trial intervention. There are no trial appointments between 2 years and 10 years.

Visit 1 - Screening visit. 
This visit may last between 1 and up to 7 days. During this visit your doctor will first check your eligibility by asking relevant questions and performing tests, including a pregnancy test (if female). During your evaluation of sight loss due to IIH, you will require brain imaging and this will be done according to your hospital standard of care, irrespective of whether you participate in the trial or not. Once your doctor has confirmed that you are potentially eligible for the trial, you will be invited to participate. Your participation is voluntary and if you agree, you will be asked to sign a consent form to indicate your agreement. If you agree to participate you will then be allocated a screening number. With your permission, your local clinical team will collect 8ml of blood (approximately 2 teaspoons) for future research, on top of the routine blood tests you will have before the intervention. You will also be asked to complete questionnaires. After all your trial investigations have been received and your eligibility to the trial has been confirmed, you will be randomly allocated to either the Shunting group or the Stenting group and will be allocated a trial number. This random allocation is done by a computer and not a member of the Trials Office or a doctor and is called randomisation.
Visit 2 – Intervention and post-intervention admission. 
This visit is from the date of the procedure (shunting or stenting) to the date of discharge from hospital. You will have the procedure within 7 days of consent. You may have scans or X-rays before and after the procedure, depending on the intervention that you will have and local hospital standard of care. You will be monitored for any complications and you will stay in hospital for about 1-2 days after the intervention. Your local clinical team will also ask you to complete questionnaires. You will also receive a headache diary and be explained how to use it.  
The diary will just take a few minutes to complete each day. You will be asked to complete it every day for the first 12 months, and to complete it for about 30 days before visit 11 and visit 12. After the first year, you should also complete it if you are feeling unwell. The headache diary is the only commitment between assessments.
Visit 3-10 – follow-up visits. 
These visits are designed to check your general health, do eyesight tests and complete questionnaires to determine what effect the intervention has had.
These visits will be done 1 week (visit 3), 2 weeks (visit 4), 1 month (visit 5), 2 months (visit 6), 3 months (visit 7), 4 months (visit 8), 6 months (visit 9) and 12 months (visit 10) after the day you had your intervention. For each visit, assessments are expected to take approximately 2 hours and questionnaires will take between 30min and 1 hour to complete 
During each visit your local clinical team will check that you are well and check your vision. We will also ask you to bring your completed headache diary. You will be given a new diary and will be asked to complete it every day until your next visit and bring it at your appointment. We will ask you to complete the diary every day during the first 12 months. 
For the visit 10 (12 months), with your permission, we will collect 8ml of blood (approximately 2 teaspoons) for future research.
At each visit, your local clinical team will ask you to complete a set of questionnaires. You will have the option to complete the questionnaires at home before your appointment. If you request this, your local clinical team will provide the questionnaires either at your previous visit, or post them to your home address (or with your permission email them to you if preferred). We will ask you to bring the completed questionnaires to your hospital appointment.
If during a visit, we suspect that your shunt or the stent is not functioning properly, you may have further investigations based on your local hospital practice. 

Visit 11 – virtual/telephone follow-up appointment. 
Your local clinical team will telephone you in between your yearly hospital visits to ask you some questions about your health. This virtual appointment will be done 18 months after your initial intervention. 
Your local clinical team will contact you about 30 days before your appointment and will ask you to complete your headache diary every day until your appointment. They will review your completed headache diary over the phone with you during the appointment. 
Your local clinical team will ask you to complete a set of questionnaires at home before your appointment. They will post the questionnaires to your home address (or with your permission email them to you if preferred) and will ask you to read out your answers during the appointment. The remote follow up appointment will take up to 1 hour to complete if you answered the questionnaires before the visit, or up to 2 hours if you are completing them while on the phone.

Visit 12 – final follow-up visit. 
This final visit will be done 24 months after your initial trial intervention. Your local clinical team will check your general health, do eyesight tests and ask you to complete questionnaires to determine what effect the intervention has had. 
Your local clinical team will contact you about 30 days before your appointment and will ask you to complete your headache diary every day until your appointment. You will be asked to bring your completed headache diary to the appointment. 
Your local clinical team will ask you to complete a set of questionnaires. You will have the option to complete the questionnaires at home before your appointment. In that case, you will need to bring the completed questionnaires to your hospital appointment. The assessments will take approximately 2 hours to complete and questionnaires will take about 1 hour to complete. 
If your local clinical team feel at any point that you need to be seen by a doctor more frequently, they can add in additional appointments between visit 2 and visit 12. 
Your trial participation will stop at Visit 12, which will be 2 years after you entered the trial. 

Covid-19
To make any risks due to COVID-19 as small as possible, some of these assessments may be delivered remotely, in accordance with applicable government guidelines. Paper diaries and questionnaires may be shipped to your address (or emailed, if preferred) and reviewed remotely. This will, however, be dependent on the doctors who are treating you and your hospital procedures.

Imaging procedures
In order to check that the intervention has been successful, scans and X-rays may be performed, depending on the type of intervention. 
After a VP shunt you will have a CT scan of the brain and X-rays of the shunt. After an LP shunt you will only have X-rays of the shunt. These are performed to make sure that the shunt is in the right place and is part of standard care, not related to the trial. 
During insertion of the stent, X-ray pictures of the brain are taken during the procedure to guide the stent to the narrowing of the vein. After the placement of the stent, X-ray pictures will be taken again, to make sure that the stent is in the right place. This type of X-ray is called digital subtraction angiography. Another brain scan will be done within one year after the intervention. The timing and type of scan (CT or MRI brain) will depend on local practice. 
For more information about radiation risks related to imaging procedures, please see section 7.

Review of visual tests, brain images and brain pressure recordings.
As part of the research process it is important that the same people are looking at your test results; this will help strengthen the results. This will mean that some of your tests, such as visual tests results and images, brain images (MRI and/or CT scan) and in some cases recordings from a brain pressure monitor of the VP shunt (if you have a VP shunt with this device) will be transferred to the University of Birmingham and/or to the lead site, University Hospitals Birmingham NHS Foundation Trust, for review by nominated centres of excellence. These images will be pseudo-anonymised (data linked only using your unique trial number, your name and personal details are not seen) before being submitted for review (this maybe in the UK or at other centres of excellence internationally), and we require your consent to allow these centres to access material for a “Central Review” for research purposes.


Optional Research blood samples
If your site has the equipment required, in addition to routine clinical samples, with your permission, your local clinical team will take and store 8ml of your blood (approximately 2 teaspoons) to perform future research on IIH. 
Your local clinical team will take your blood in the same way that a regular blood test is taken. All blood tests may cause a momentary sharp pain on insertion of the needle and carry a risk of infection, which is extremely rare.
With your permission, these samples will be available for other medical research projects that have been approved by a Research Ethics Committee. Anyone using these samples for research will not have access to your personal details. It is difficult to predict exactly what scientific developments there may be so we cannot give precise details of what research might be done.
During and after the trial, you are the owner of the samples. This gives you the right to have any remaining sample material destroyed (by the Sponsor) at any time. If you choose to have any remaining samples destroyed please contact your trial doctor (see contact details on the front and last pages of this information sheet).
Whether or not you agree to the collection of research blood samples will not affect your participation in the clinical trial or your medical care.
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Chart of trial visits and assessments:
	
	Trial Visits
	Visit 1 screening
	Visit 2 intervention
	Visit 3 Week 1
	Visit 4 Week 2
	Visit 5 Month 1
	Visit 6 Month 2
	Visit 7 Month 3
	Visit 8 Month 4
	Visit 9 Month 6
	Visit 10 Month 12
	Visit 11 Month 18
	Visit 12 Month 24
	Additional Visit

	Location
	Clinic
	Hospital ward
	Clinic
	Clinic
	Clinic
	Clinic
	Clinic
	Clinic
	Clinic
	Clinic
	Virtual
	Clinic
	Clinic

	Eligibility assessments
	X
	(X)
	
	
	
	
	
	
	
	
	
	
	

	Consent
	X
	
	
	
	
	
	
	
	
	
	
	
	

	Clinical assessment
	X
	
	
	
	
	
	
	
	
	
	
	
	(X)

	Weight and body mass index (BMI)
	X
	
	X
	X
	X
	X
	X
	X
	X
	X
	
	X
	X

	Pregnancy Test
	X
	
	
	
	
	
	
	
	
	
	
	
	(X)

	Research bloods (optional)
	X
	
	
	
	
	
	
	
	
	X
	
	
	

	Randomisation
	X
	
	
	
	
	
	
	
	
	
	
	
	

	Fundoscopy for papilloedema (swelling at the back of the eye)
	X
	
	
	
	
	
	
	
	
	
	
	
	

	Visual tests 
(visual acuity, field, scan)
	X
	
	X
	X
	X
	X
	X
	X
	X
	X
	
	X
	X

	Trial intervention 
(shunting or stenting)
	
	X
	
	
	
	
	
	
	
	
	
	
	

	Imaging
	
	X
	Routine post-intervention imaging 
	Routine post-intervention imaging
	Routine post-intervention imaging
	Routine post-intervention imaging
	Routine post-intervention imaging
	Routine post-intervention imaging
	Routine post-intervention imaging
	Routine post-intervention imaging
	
	
	(X)

	Headache diary review
	
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X 
	X

	Questionnaires
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	(X)

	Recording of brain pressure 
(For VP shunt only, if pressure device is used)
	
	X
	X
	
	X
	
	X
	
	X
	X
	
	X
	X

	Adverse Event review
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Medications review
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X


The “Additional visit” would be needed if your local clinical team had any concerns and wanted to re-check you. In that case, they will ask you to come for a clinic visit and will perform some additional tests. A pregnancy test and additional imaging may be required if your doctor thinks you may need another intervention treatment. You may also be asked to complete questionnaires if you did not already complete them within the previous 8 weeks.
Eligibility Assessments: Your doctor will check that you can have either type of treatment (shunting or stenting). 
Clinical Assessment: Your doctor/local clinical team will take your medical history (including headache history), and ask you questions about your health, any medication you have taken over the last 4 months, and any symptoms you have been experiencing. It will also include a physical examination and they will record your height. Your clinical assessment should take around 30 minutes to complete. 
Pregnancy test (female participants only): This urine pregnancy test will be performed on all women of child-bearing potential. A nurse will test your urine sample with a dipstick and will tell you the result immediately. 
Fundoscopy for Papilloedema: Fundoscopy is a test that allows your doctor to look at the back of your eye. Your doctor will use it to check your papilloedema (swelling at the back of the eye). Your doctor will put drops in your eyes and wait for 20 minutes for them to take effect. Then they will do the exam. The drops will keep your eye dilated for several hours, so your vision may be blurry during that time. 
Visual tests: Your doctor/local medical team will test your eyesight at every clinic visit before and after the intervention. They will use a number of different techniques which test how large your field of vision is and how well you read the letters on a chart (visual acuity). They will also measure your papilloedema again using a scanning laser (OCT), routinely used in clinical practice. For these tests, your doctor may need to put drops in your eye to do the exam. The drops will keep your eye dilated for several hours so your vision may be blurry during that time. The visual tests will take around 1 hour to complete.
Headache diary: Your local clinical team will give you a headache diary to take home and complete with details of any headache you may have. It is important for us to monitor your headaches to determine which treatment is better. The first  diary will be given after the intervention and your local clinical team will explain how to use it (visit 2). The diary will just take a few minutes to complete each day. You will be asked to complete a diary every day for the first 12 months, and to complete it for 30 days before visit 11 and visit 12, or if you are feeling unwell. You will need to bring your completed diary to each clinic visit so that your local clinical team can review it, and you may be given a new diary if needed.
Questionnaires: Your local clinical team will ask you to complete a set of questionnaires about your quality of life and your health-related expenses. These will include quality of life questionnaires, a tinnitus questionnaire, a headache questionnaire, questionnaires about the intervention, and questionnaires about your sight. At each visit, you will be asked to complete a set of paper questionnaires and you can ask for assistance if you need it. In total the questionnaire will take around 30min to 1h to complete (depending on the visit). For visits 3-10 and visit 12, you can complete the questionnaires during your assessments or ask to complete the questionnaires at home before your visit. If you have completed the questionnaires at home, you will need to bring them to your appointment.
Adverse events and medication review: Your doctor will perform an assessment of your current wellbeing, health, a record of other medication you are taking, and any symptoms you have been experiencing since your last visit. This will take around 10 minutes to complete.

Page 14 of 22              		IIH Intervention PIS_V4.0_09-Jan-2023    IRAS ID: 314408
6. WHAT ARE THE POTENTIAL BENEFITS?
There are no direct benefits to you from taking part in the trial but the information gained from this trial may help improve treatment for adults with IIH in the future. You may be seen more often and/or feel more supported as a consequence of your involvement in the trial.
This trial is intended to see which type of intervention is better to treat IIH when there is a sudden loss of sight and which is the most cost-effective. 

7. WHAT ARE THE POSSIBLE RISKS?
As with any intervention there are risks and complications, but there are no additional disadvantages or risks involved in taking part in this trial. Both CSF shunting and stenting are treatments for IIH (shunting is widely used internationally, and in some hospitals, stenting is used as part of standard of care). You require an intervention to prevent sight loss. None of these treatments are experimental but at present there is not enough information to determine which treatment is most suitable and provides the higher level of health benefits to the individual.  

For CSF shunting, very common complications (those that affect more than 1 in 10 people) include:
· Headache
· Pain in the neck, chest and abdomen, lower back and joints over the first few hours or days, which typically settles 
· Temporary hearing symptoms
· Mechanical complications of the shunt (becoming blocked, disconnected or not working properly). This may require further surgery (about 1 in 4 people will have a revision within 1 month, about 1 in 2 will have a revision within 1 year). 
Other common complications (those that affect between 1 in 10 to 1 in 100 people) are:
· Infection, like meningitis, or infection in other locations within the body
· Sciatica (leg pain from irritation of the nerves by the LP shunt)
· Dizziness (vertigo)
· Ringing in your ear (tinnitus)
· Vision symptoms
· Blood clot blocking a vein
· Minor pain and bruising from intravenous cannula site
· Bleeding (associated with medical device location)
· Seizures (only with VP shunts) 


For stenting, a very common complication (affecting more than 1 in 10 people) is:
· Worsening of headache, over the first few hours or days which typically settles. 
Other common complications include:
· Bruising in the groin or neck area (depending where the tube was inserted)
· Increased bleeding due to blood thinning medication
· New narrowing within the stent or elsewhere in the brain veins (sinuses). 

There are also the risks associated with general anaesthesia and hospital admission, like severe allergic reactions, heart attack, urinary tract and chest infections (including COVID-19) and formation of blood clots in the legs and the lungs (pulmonary embolism). 
Both shunting and stenting have rare complications that may lead to significant long-term-disability or even death. These include severe infections (e.g. brain abscess, peritonitis, blood infection), stroke and brain haemorrhage and inadvertent injury during the intervention (e.g. of a big vessel causing significant bleeding requiring transfusion). 

Radiation risks
CT scans, imaging done during stenting (digital subtraction angiography) and X-rays all use radiations.
Imaging performed for CSF shunting (which can include CT scans or MRI scans, and X-rays of the shunt) are standard of care in all centres. 
Whilst imaging done during stenting is standard of care in some centres, in others it is above standard of care and therefore may involve an additional dose of radiation. 
If you take part in this study you may have CT Head procedures and X-rays taken during the insertion to guide the stent and after the insertion, to ensure that the stent is in the correct place. Some of these may be extra to those that you would have if you did not take part. These procedures use ionising radiation to form images of your body and provide treatment. Ionising radiation may cause cancer many years or decades after the exposure. 
The chances of this happening to you as a consequence of taking part in this study is about 0.14%.
If you have a concern about any part of this trial, please speak to your doctor or one of the trial doctors. Your local clinical team will do their best to answer these questions (see contact details on last page). If you still have concerns, you can raise these using the NHS complaints procedure. You can ask how to do this at your hospital. 
If something goes wrong while you are taking part in this Trial, your local clinical team will do everything they can to look after you and will make sure you are closely supervised while taking part in the Trial.
You are free to withdraw at any time without having to provide a reason. 
If you decide to stop taking part in the trial, you will only need to inform your doctor and he or she will withdraw you from the trial. This will not affect your standard of care.


8. PREGNANCY AND POTENTIAL HARM TO AN UNBORN BABY
To participate to this trial, if you are female of childbearing potential, you should not be pregnant before the intervention. Pregnancy may exacerbate IIH. Typically whilst IIH is at risk of rapidly declining eyesight, pregnancy is not advised. This is irrespective of the intervention. The risks of pregnancy settles once the IIH has stabilised and you have recovered from the intervention.
If you become pregnant while you are in follow up and still participating to this trial, you should tell your doctor without delay. 
If you require a repeat intervention or need to have imaging, you will be asked to do a pregnancy test, as some imaging procedures may be harmful to the unborn baby. 
Your fertility will not be affected if you participate to this trial. Assisted fertility treatment and procedures will need to be evaluated on an individual basis according to your health status and the medication you are receiving. There is no impact on male fertility from participating in this trial.

9. MORE INFORMATION ABOUT TAKING PART
Does taking part in this trial affect the medication I am currently taking or will take in the future?
Whilst taking part in the trial you will be asked to let your doctors know if you are taking any other medicines. 
Medications to treat headache are allowed, including headache preventative medications but if your doctor starts these you should inform your local clinical team at the next trial visit. Painkillers are permitted and if used for headache, please document this in your headache diary each time they are used.
Usually medications to reduce brain pressure (including Acetazolamide, Topiramate, diuretics, glucocorticoids (oral Dexamethasone and oral Prednisolone)) would be discontinued following the intervention. These can be given only if prescribed by your doctor as rescue medication and this needs to be checked with your local clinical team before they are started unless it is an emergency. If you have any questions about medications check with your local clinical team.
What will happen to the samples I give?
With your permission, the research blood samples provided will be stored at University of Birmingham in the UK. The samples will not be analysed as part of this study but will be used for future ethically approved medical/health research studies. Priority will be given to research related to IIH before being made available to other researchers. The samples will be labelled in a ‘pseudo-anonymised’ format where your data is anonymised to the people who receive and hold the samples but it contains information that can be used to link individual samples to clinical data for future studies. Any personal data will not be shared outside of the authorised members of the research team and the links will be kept secure in the Trials office – please see section 10 for full details.
All researchers requesting samples must have their research approved by a Research Ethics Committee. No access to blood samples will be allowed without permission from these committees.
Research may be carried out locally, in the UK or abroad, by academic, hospital or commercial organisations.
Samples may also be used to invent new treatments or tests for IIH, which could be patented. However, you will not be able to receive any money from these discoveries.
What happens when the trial stops?
You will return to regular clinical care. Your clinical team will continue to keep you informed about all treatments (standard of care or experimental) from clinic.
Will anybody get paid if I take part?
You will be able to claim some travel costs associated with some of your trial visits to hospital (in the first 12 months post-intervention). These payments are a maximum of £30 per visit for a total of 7 visits (Visits 3, 4, 5, 6, 7, 8, 9) if you provide receipts. Travel by car will be reimbursed at the standard NHS rate of your local Trust (typically 56p per mile). Your doctor will not be paid for including you in this trial. It is possible that you will need to attend additional appointments as a result of taking part in the trial. If you have difficulty in funding these costs, there are several ways in which your hospital might be able to help with expenses and/or travel for your treatment. You may be able to claim travel expenses using the Healthcare Travel Cost Scheme ran by the NHS. The link and information regarding this scheme can be found here: https://www.nhs.uk/nhs-services/help-with-health-costs/healthcare-travel-costs-scheme-htcs/ 
Please speak to your Doctor if you would like further information. 
What if relevant new information becomes available?
Sometimes the research team will receive new information about the treatment being studied. If this happens, your trial doctor will inform you and discuss with you whether you should continue in the trial. If you decide not to carry on, your trial doctor will make arrangements for your normal care to continue. If you decide to continue in the trial, he/she may ask you to sign an updated consent form. It is possible that your trial doctor might suggest you withdraw from the trial. He/she will explain the reasons and arrange for your care to continue. If the trial is stopped for any other reason, your local clinical team will tell you and arrange your continuing care.
What will happen if I don’t want to carry on with the trial?
If you do not wish to carry on with the trial before the trial intervention, you will be offered the local NHS standard of care procedure followed by NHS follow up visits and no data will be collected after your withdrawal.
If you do not wish to carry on with the trial after you had the trial intervention, you will be followed up as per NHS routine follow-up. We would still like to collect information about your medical condition and treatment you may receive, including NHS Digital data, as this will be valuable to our research. If you have any objection to this please let your doctor know when you decide to withdraw from the trial. Data already collected prior to withdrawal will be kept and analysed.
Any stored blood samples that can still be identified as yours will be destroyed, if you wish.
Any data collected as part of this trial prior to your withdrawal of consent will be retained. This data is recorded in specific ways for the research to be reliable. This means that we won’t be able to let you see or change the data we hold about you. 
What if there is a problem?
If you have a concern about any aspect of this trial, you should ask to speak with the trial doctor who will do their best to answer your questions (see contact number at end of form). If you remain unhappy and wish to complain formally, you can do this through your hospital’s Patient Advice and Liaison Services (PALS). Details can be obtained through your local clinical team.
In the event that something does go wrong and you are harmed during the trial then you may have grounds for legal action but you may have to pay your legal costs. The University of Birmingham has in place Clinical Trials indemnity coverage for this trial which provides cover to the University for harm which comes about through the University’s, or its staff’s, negligence in relation to the design or management of the trial and may alternatively, and at the University’s discretion provide cover for non-negligent harm to participants. 
With respect to the conduct of the trial at Site and other clinical care of the patient, responsibility remains with the NHS organisation responsible for the clinical site and is therefore indemnified through NHS Resolution. 
The University of Birmingham is independent of any pharmaceutical company, and as such it is not covered by the Association of the British Pharmaceutical Industry (ABPI) guidelines for participant compensation. The NHS have a duty of care to participants whether or not the participant is taking part in a clinical trial and the normal NHS complaints mechanisms will still be available to you.
What will happen to the results of the trial?
At the end of the trial, the information collected will be analysed and published in recognised medical journals. The identity of the participants who took part in the trial will remain confidential. The research team will also write a summary of the results with the patients’ charity IIHUK to disseminate study results to the members of the public.
Should you wish to discuss the results of the trial, you should contact your trial Doctor; you will have the opportunity if you wish to be informed of the results of the trial once fully analysed.
Who is organising and funding the trial?
This trial is being sponsored by the University of Birmingham. It is funded by the National Institute for Health Research (grant number: NIHR131211).
How have patients and the public been involved in this trial?
Potential participants were involved in reviewing the Participant Information Sheet.
In designing this trial we have taken into account patient opinions on the frequency of participant visits and the tests that will be carried out.
Who has reviewed this Clinical Trial?
All research in the NHS is looked at by an independent group of people called a Research Ethics Committee, to protect your safety, rights, wellbeing and dignity. This trial has been reviewed and given favourable opinion by the West Midlands - South Birmingham Research Ethics Committee and by the NHS Health Research Authority (HRA). While the trial is ongoing, the results will be reviewed by an independent Data Monitoring Committee (DMC) and a Trial Steering Committee (TSC) to ensure that it is appropriate to continue with the trial.

10. CONFIDENTIALITY
Will the information I provide be treated as confidential?
Yes. All information collected about you for this trial will be subject to the General Data Protection Regulation (GDPR) and the Data Protection Act 2018 and will be kept strictly confidential. University of Birmingham is the Sponsor for this trial based in the UK. We will be using information from you, your medical records, your GP and NHS Digital for this research project and will act as the data controller for this trial. This means that we are responsible for looking after your information and using it properly. The University of Birmingham and the NHS will keep identifiable information about you for a maximum of 15 years after the trial has finished, allowing the results of the trial to be verified if needed.
All information collected by the Sponsor will be securely stored at the Cancer Research UK Clinical Trials Unit at the University of Birmingham (the Trials Office) on paper and electronically and will only be accessible by authorised personnel. The only people in the University of Birmingham who will have access to information that identifies you will be people who manage the trial or audit the data collection process. With your permission, your trial doctor will notify your GP that you are participating in the trial. They will also send a copy of your signed consent form in the post to the Trials Office to ensure that the correct consenting procedure has been carried out. This will have your name and signature on it.
The NHS will use your name and contact details to contact you about the research trial/send documents to you, and make sure that relevant information about the trial is recorded for your care, and to oversee the quality of the trial.
Under no circumstances will you be identified in any way in any report, presentation or publication arising from the data collected.

How will we use information about you?
We will need to use information from you, your medical records, your GP and NHS Digital for this research project. 
This information will include:
· your name
· initials
· date of birth
· NHS number (if you have one or obtain it while participating to the trial)
· the first part of your postcode (before the space) 
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 (trial number or screening number).
We will keep all information about you safe and secure. Once we have finished the trial, we will keep some of the data so we can check the results. We will write our reports in a way that no-one can work out that you took part in the trial.

What are your choices about how your information is used? 
You can stop being a part of the study at any time, without giving reason, but we will keep information about you that we already have. 
If you choose to stop taking part in the study, we would like to continue collecting information about your health from your hospital and NHS Digital. If you do not want this to happen, tell us and we will stop.
We need to manage your records in specific ways for the research to be reliable. This means that we won’t be able to let you see or change the data we hold about you.



Where can you find out more about how your information is used?
You can find out more about how your information is used by:
· at www.hra.nhs.uk/information-about-patients/
· Accessing the CRCTU Privacy Policy available on our website: www.birmingham.ac.uk/research/crctu/data-protection.aspx  
· Contacting the University’s Data Protection Officer by email: dataprotection@contacts.bham.ac.uk  
What data are we processing and for what purpose will we use it?
We will collect and process your personal data to conduct the research project, as explained in the Participation Information Sheet.
In addition to the data we collect directly from you, we will also collect health data relating to you from NHS Digital, such as hospital admissions and diagnostic imaging, which is routinely collected by NHS Digital.
What is our legal basis for processing your data?
The legal justification we have under data protection law for processing your personal data is that the trial is being performed in the public interest.
Who will my personal data be shared with?
Sometimes, external organisations assist us with processing your information, for example, in providing IT support. These organisations act on our behalf in accordance with our instructions and do not process your data for any purpose over and above what we have asked them to do. We make sure we have appropriate contracts in place with them to protect and safeguard your data. If your personal data are transferred outside the European Union (for example, if one of our partners is based outside the EU or we use a cloud-based app with servers based outside the EU), we make sure that appropriate safeguards are in place to ensure the confidentiality and security of your personal data. 
By taking part in the trial you will be agreeing to allow research staff from the Trials Office to look at the trial records, including your medical records. It may be necessary to allow authorised personnel from government regulatory agencies (e.g. Medicines and Healthcare products Regulatory Agency (MHRA)), the Sponsor and/or NHS bodies to have access to information about you. This is to ensure that the trial is being conducted to the highest possible standards.
Data collected during the trial (i.e. pseudo-anonymised clinical data- data that can be directly linked to the clinical trial dataset) may be transferred, for the purpose of processing and analysing, to associated researchers and independent specialist reviewers within the European Economic Area and internationally (provided they agree to abide by UK General Data Protection Regulation). These details will be kept to the minimum required to perform the processing/analysis and will remain confidential within the trial research team.
Brain Images (MRI and/or CT scans), visual tests results and images and brain pressure recording (only for participants with VP shunt who have the pressure device) will be stored at University of Birmingham and/ or University Hospitals Birmingham, NHS Foundation Trust and then reviewed by experts in the UK or internationally. All identifiable information will be removed before transfer from the acquiring site. Your images will only be identified via your trial number (or screening number) and the date of acquisition. Expert doctors will have access to your pseudo-anonymised data to perform their review.
We will also need to record your NHS number to allow us to obtain your health data, such as hospital admissions and diagnostic imaging which is routinely collected by NHS Digital (for NHS sites in England only). Your NHS number and date of birth will be provided to NHS Digital for linkage purposes to allow us to obtain health data collected for up to 10 years after your trial intervention. 
Additionally, when you agree to take part in a research study, the information about your health and care may be provided to researchers running other research studies in the University of Birmingham and in other organisations. These organisations may be universities, NHS organisations or companies involved in health and care research in this country or abroad. Your information will only be used by organisations and researchers to conduct research in accordance with the UK Policy Framework for Health and Social Care Research.
Your information could be used for research in any aspect of health or care, and could be combined with information about you from other sources held by researchers, the NHS or government. 
Where this information could identify you, the information will be held securely with strict arrangements about who can access the information. The information will only be used for the purpose of health and care research, or to contact you about future opportunities to participate in research. It will not be used to make decisions about future services available to you, such as insurance or direct marketing.
Where there is a risk that you can be identified your data will only be used in research that has been independently reviewed by an ethics committee.
Informing General Practitioner / other healthcare practitioner
With your permission, your GP will be notified that you are taking part in this trial. Your GP will be sent a copy of this information sheet and a copy of your signed consent form. This communication is intended to ensure that your GP is informed of any treatment that you receive – so he/she can include this information in your GP medical records.

11. FURTHER INFORMATION AND CONTACT DETAILS
If you have any questions or concerns about your disease or this clinical trial, please discuss them with your doctor or nurse. We will provide you with a card indicating that you participate in this trial, the type of intervention you had and the contact details of a member of the team. You can get in touch with the doctors and nurses to discuss any doubts or worries you may have about the trial. Contact details are also shown below:
Trial Doctor 		Dr (insert name)				Tel: (insert number)
Research Nurse(s)	(insert name)				Tel: (insert number)
Hospital Details		(insert name and address of hospital)  


Thank you for taking the time to read this information
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