
 
 

1 
 

Medical iSight (UK) Limited and Health Innovation Oxford 

Qualitative Research Findings 

 

Executive Summary 

 

“Just keeping it clear, concise and to the point.  You don’t have time to 
consider much.”  

 

This report summarises findings from a workshop conducted as part of a National 
Institute Health Research-funded project, in collaboration with Health Innovation Oxford 
and Thames Valley (HIOTV) and Medical iSight in May 2025. The project focuses on 
developing augmented reality (AR) software for use in mechanical thrombectomy 
procedures. This technology, delivered through an AR headset, creates 3D images to 
assist doctors in visualising the brain and blood vessels, potentially improving procedure 
preparation, training, and patient understanding. The workshop aimed to gather insights 
from individuals with lived experience of stroke to refine consent processes and 
understand how to build trust in the technology. 

The workshop explored four key areas:  

• Communication experiences during stroke diagnosis and treatment 
• Information needed for informed consent 
• Factors required to develop trust in the AR software 
• Feedback on draft consent forms.  

 

Participants shared that strokes are overwhelming events that make it difficult to process 
information or provide informed consent. They emphasised the importance of clear, 
simple language tailored to patients’ needs, alongside verbal explanations and written 
materials for later review. Positive communication experiences were linked to human 
connection and clear verbal guidance throughout treatment. 

Participants highlighted transparency about risks, benefits, data use, and the trial nature 
of the AR technology as essential for building trust. They stressed avoiding false promises 
about outcomes while ensuring concise, yet comprehensive information is provided 
during time-critical moments. It was suggested that AR technology should be introduced 
to at-risk groups before emergencies happen, but only in places where it will be available, 
so people do not get their hopes up for something they cannot access. 

Feedback on draft consent forms revealed they were too complex for stroke patients in 
emergency situations. Simplified formats such as bullet points were recommended 
alongside verbal discussions for clarity. Participants also suggested alternative 
approaches like verbal consent witnessed by caregivers when physical signing was not 
possible. Tailored communication strategies were deemed crucial, particularly for older 
generations less familiar with advanced technologies. 

Overall, participants underscored the need for simplicity, clarity, and compassion across 
all communication touchpoints during stroke care while balancing detailed information 
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with practical constraints during emergencies. These findings will inform refinements to 
the research’s patient information sheets, consent forms, and overall communication 
strategies while ensuring trust is built around this innovative approach using augmented 
reality-assisted medical technologies. 

 

Background & Approach 

As part of a National Institute Health Research funded project, Health Innovation Oxford 
and Thames Valley (HIOTV) have been working with a company called Medical iSight.  
They have developed software that runs through an augmented reality (AR) headset to 
create 3D images.  It can assist doctors to see the brain and blood vessels from different 
angles which could help them prepare for and undertake a mechanical thrombectomy.  
The AR may also help with training doctors to perform the procedure and allow patients 
to understand what procedure they have gone through. 

Medical iSight wanted to conduct a workshop with patients and carers who had 
experienced a stroke. We were interested in hearing thoughts on what information is 
important for consent to this procedure. The workshop happened online in May 2025 
and this report is a summary of the discussions that took place. 

The research objectives for the workshop were as follows: 

• To learn about patients and carers experiences of communication around the 
diagnosis and treatment of stroke: what worked well and what could be improved. 

• What would patients / their family need to know about the procedure before 
consenting. 

• What would they would need to know in order to develop trust in the software. 
• Detailed feedback on draft consent forms (detailed feedback on these forms has 

already been shared with Medical iSight. Commentary included in this report is 
therefore an overview). 

Twelve members of the public who have lived experience of stroke took part in the 
workshop. One in-depth interview was also conducted with a participant who was unable 
to attend the workshop.  Participants were sent a briefing paper in advance of the session 
(Appendix one).  Written consent was obtained from each participant. 

During the main sessions they learnt about the technology. Then participants were split 
into two groups of six to discuss their reactions, thoughts and experiences in more detail. 
Each group was facilitated by a researcher who followed a discussion guide (Appendix 
two) designed in advance of the session, along with the patient information sheet 
(Appendix three) and consent form (Appendix four).  

 

Experiences of communication around the diagnosis and treatment of stroke 

Patients described having a stroke as a sudden, life-altering event that left them feeling 
overwhelmed and disoriented. The experience was not only physically debilitating but 
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also emotionally taxing for both patients and their families. Much of the initial 
conversation focused on these experiences. One participant shared,  

“When you're having a stroke, you're not always best placed to take on 
board everything. It is quite an overwhelming experience, not just for 
yourself as a patient but also the people around you. It’s not a planned 
thing. It happens very suddenly.” 

 

It was also highlighted as important to recognise that most people, if they’ve never had a 
stroke before, are likely to be unsure about much of the language being used around and 
to them. This led to an overall call for any language used at that moment to be as basic 
as it possibly can be.  

" I think most people wouldn't know because they wouldn't have 
needed to know what a thrombectomy is. I think it's just breaking it 
down to basics, I think would be helpful.” 

 

The confusion and inability to process information were common themes throughout 
discussion. This quickly led to participants sharing experiences around consent and what 
had been asked of them during this time.  

"I vaguely remember being consented, but I wasn’t with it at all. I didn’t 
understand what I was being asked.” 

 

These conversations illustrate how difficult it can be for patients to provide consent 
during emergency situations like a stroke. Participants emphasised that family members, 
as well as patients, struggle too. This makes obtaining consent difficult for everyone 
involved, even if gaining consent via a relative or carer. 

"My husband wouldn’t have been able to consent because he was too 
distressed." 

 

These reflections highlight the chaos and vulnerability of the stroke experience, 
emphasising the need for clear communication and support during such critical 
moments. 

What worked well 

When asked to reflect on what had worked well in terms of communication with them 
and their families when experiencing a stroke, there were a few stories shared that were 
highlighted as positive by participants. 

Human Connection: Participants valued when healthcare providers introduced 
themselves, acknowledged the stressful situation, and connected with patients on a 
personal level rather than simply delivering information.  
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“When you have conversations with people to say this is my name and 
introduce yourself, but then say, look, I appreciate this is a really 
stressful time and a lot has happened in the last few hours, but we 
need to talk about what the options are because time is so crucial. It's 
also just acknowledging this is a really difficult time at the moment and 
it's going to seem quite overwhelming” 

 

Clear Verbal Explanations: All participants appreciated clear verbal communication 
alongside any other formats. This was the case at every stage of their stroke experience, 
even during treatment for some. One participant noted that being spoken to throughout 
their thrombectomy procedure helped them feel more at ease. 

What could have been improved 

Participants reflected that there were some key aspects of communication that could 
have improved their experience, and their loved one’s experiences, when having a stroke, 
as follows:  

Acknowledging Overwhelm: Many participants described feeling overwhelmed during 
their stroke experience, making it difficult to absorb information.  

“I had a stroke. I remember having a CT scan because I saw the clouds 
on the ceiling in the scanning room. I don’t remember anything else 
until somebody came in and says, we might have to open up your head 
to let the pressure off the brain. And I couldn’t have cared less what 
they did.” 

 

They suggested that healthcare providers should acknowledge this and provide both 
verbal explanations at the time and written materials for later review. There was 
discussion that this would have been helpful in terms of understanding what had 
happened once they were able to process the information better during recovery.  

Avoiding False Promises: Participants emphasised the importance of not overpromising 
outcomes or giving excessive hope. One participant shared how overly optimistic 
predictions led to depression for her father when recovery did not meet his expectations. 

“I think you've got to be very careful in promising anything or giving too 
much hope. I think that it can be very difficult because I think the 
recovery is... some of the staff that my dad saw maybe gave him too 
much hope and then when it didn't go that way, he became quite 
depressed.” 

 

Clarity in Decision-Making: In emergency situations where patients lacked capacity, 
some participants felt that clearer communication with family members or caregivers 
about best interest decisions could have been beneficial. 
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“Particularly if you're not a medical professional or you're not aware of 
some of the medical terms that come along with that, that can be quite 
difficult for you to make decisions based on that... conciseness and 
clarity is really key in those moments.” 

 

What was clear is that recognising the emotional and physical toll on both the patient and 
their caregivers at the moment of a stroke happening is crucial. Based on participants 
lived experiences, the importance of simplicity and clarity across all communication 
during that time cannot be overstated.  

What people need to know before consenting 

In this section we discuss what participants would like to know before consenting to 
partaking in the study. Once again, they emphasised the need for absolute clarity in 
explaining what patients would be consenting to, especially given the stressful nature of 
stroke situations. 

It was felt that any risks associated with the procedure must be communicated plainly so 
that patients and or caregivers understand exactly what it entails. 

“You need to know, is this going to be favourable? If it's not favourable, 
what is the downside?” 

 

At the same time, it is important to be aware of not raising anxiety in an already stressful 
situation or inducing unnecessary fear. 

“If you can get the message across without adding that extra layer of 
fear, I think that would be a really beneficial exercise” 

 

Participants said that transparency about the trial nature of the AR technology is essential 
and there was a desire to understand more about the trial itself.  

“How many patients has this been used on? How many procedures 
have been done? Has a randomised controlled trial been carried out 
anywhere? What are the risks and the benefits? Has anybody analysed 
that? Because we're not being told this and really that should be on any 
consent form" 

 

They also stressed avoiding false promises about its effectiveness and being very clear 
that a particular outcome cannot be guaranteed. 

“This is a trial and actually we don't know the outcome. We're 
assuming it would be positive, possibly, but that shouldn't, you know, 
false promises shouldn't be made in that respect" 
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Linked to all of the above, participants emphasised that information should be concise 
and tailored for quick understanding, particularly due to the time-critical nature of stroke 
treatment. 

“It needs to be shared quickly as time is critical.  I would want to know 
how it works but it has to be kept short and simple in the timeframe.” 

 

As can be seen throughout this section of the report there is a tension between 
participants wanting to fully understand the potential risks, benefits and background of 
the trial and needing to deliver that information in a way that’s to the point, and timely. 
The aforementioned suggestion of initial consent being given in the moment, then 
providing more detailed information that can be followed up on during or after recovery 
is one possible way forward for this.   

Overview of feedback on draft forms 

Detailed findings on each specific document have already been shared with Medical 
iSight. This section of the report provides an overview of reactions and potential direction 
to the materials shared during the workshop.  

As already highlighted above based on participant lived experiences, feedback indicated 
that current materials were too wordy and complex for stroke patients in emergency 
situations.   

“70% of people who have a stroke immediately have a visual defect. 
For instance, I couldn't read column text. But as to understanding the 
actual consent form, when I got home... I had no concept of how I 
might go about finding the bathroom. So to be faced with the consent 
form, the one that you have here, I could not have coped with that.” 

 

One suggestion for simplifying was to use a bullet-point format to aide better 
comprehension. Whatever the written format however, it was felt to be necessary for a 
conversation to take place for clearer understanding. Linked to this, there was a 
suggestion that if the patient was unable to sign consent (some participants described 
holding a pen to be impossible for them during their stroke), that verbal consent could be 
given and an accompanying caregiver could confirm this.    

“You could have verbal consent, and somebody would have to sign to 
say they witnessed that. You could have a relative and the nurse and 
the doctor just sign, say I heard, and they agreed to take part." 

 

Either way, participants felt that tailored communication strategies would be important. 
One group highlighted as maybe requiring different approaches were older people, who 
might have less familiarity with AR technology.  
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“My dad might have been a bit unsure about whether the technology 
was advanced enough... being the older generation that wasn't at the 
time kind of used to any kind of advanced technologies.” 

 

Linked to this was a warning about avoiding gaming analogies, since this could potentially 
be seen to trivialise the procedure. 

“The only bit that made me feel a little bit uncomfortable is when in 
some of the literature and things it says about a gaming headset. I 
know. I think about my parents and things, and I think that they might 
think that…meant it was less professional. It seems like a game or 
something to them. I'm not sure that linking it to gaming because they 
wouldn't have a clue what VR was anyway, or augmented reality.” 

 

Overall participants emphasised the importance of simplified and concise patient 
information sheets, particularly avoiding complex language and acronyms. 

“I question the use of acronyms in patient-facing data. It's hard enough 
trying to understand with having MAROG- INR thrown at you... don't put 
it on the patient information data, please." 

 

If the above feedback can be reflected within the consent forms, it won’t solve all the 
potential issues highlighted, but it would contribute to making them clearer and easier to 
understand than participants currently perceive them to be. 

What people need to know to develop trust 

When discussing what would help to engender trust there were some key points that 
participants raised, as follows: 

Safety Assurances: Concerns about software reliability and potential distractions during 
surgery need addressing. Concerns were raised about software safety, testing reliability, 
and potential technology failures during procedures. 

“I would want to know if there was any chance that pieces could break 
off and cause further damage as a stroke.” 

 

This links to earlier points about being transparent on the potential risks and benefits. It 
is particularly important because there was a sense that this technology is so new, 
people are likely to have less understanding of how it might work. There were concerns 
about whether AR technology might slow down thrombectomy procedures or distract 
from critical tasks during surgery. 
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“Could the AI help speed things up?...Or could it slow it down? And 
also, is it something that could overwhelm or distract the surgeon? So 
it'd be a safety thing as well." 

 

Participants highlighted that while the introductory video they were shown as part of the 
workshop was interesting, augmented reality (AR) technology was better understood 
when explained by a person rather than through the video alone. This must be considered 
when speaking with patients.  

“When you were explaining it today, I understood it better than seeing 
that (video) or sitting on my own and watching the video. So obviously 
that's worth bearing in mind as well, that you've got somebody like 
yourself that's explaining... and you've got somebody, a professional 
that's explaining all of this information to them as well at the same 
time.” 

 

It was also stressed that patients should be informed about the trial nature of the 
technology to avoid false promises or unrealistic expectations regarding outcomes, a 
point already discussed earlier in the report. They felt that being very clear about this 
would help to create trust from patients. 

Finally, participants emphasised that they would like to see transparency about data use. 
This meant they wanted clarity on how medical data would be stored, whether it would 
leave the country, and how it might benefit future research or patients. 

“you've said that the information would be kept for 15 years, so where 
would that be going? Is that likely to leave the country? What are the 
benefits as well, beyond the individual?” 

 

The participant in the above quote went on to say while they’re interested in this, they 
recognise this level of detail would be difficult to get across during a stroke situation. As 
discussed earlier in this report, considering how to strike the balance between providing 
all the information patients may want versus what is practical at the point of care will not 
be easy. However, being aware of the factors participants highlighted as being able to 
build trust should help to move things closer to getting that balance right.  One suggestion 
to help combat information overload in the moment, was to publicise the technology 
among at-risk groups before emergencies occur.  

“Nobody knows when they're going to have a stroke. But people, I dare 
to say, know when they're at high risk of having a stroke. So, if we 
publicise this as much as we possibly can, then... And it's out there in 
the public domain as far as we can get it, then high-risk patients would 
be aware of something that was around, that was a trial”. 

The caveat to this was ensuring this is limited to areas where it would be available to avoid 
creating false expectations or disappointment. 
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In Summary 

The experiences shared by participants highlight the profound emotional and physical 
challenges faced during a stroke, emphasising the critical need for clear, compassionate 
communication. Participants described feeling overwhelmed and disoriented, making it 
difficult to process information or provide informed consent in emergency situations. 
They stressed the importance of using simple language, acknowledging the distressing 
nature of the event, and providing both verbal explanations and written materials for later 
review. Positive experiences were linked to human connection, clear verbal 
communication throughout treatment, and tailored strategies that considered individual 
needs. 

Participants also emphasised transparency about risks, benefits, and data use as 
essential to building trust in new technologies like augmented reality (AR). They called for 
concise patient information sheets free from jargon or acronyms and suggested 
publicising AR technology among at-risk groups before emergencies occur, while 
managing expectations about its availability. Balancing the need for detailed information 
with practical constraints during time-critical moments remains a challenge but is key to 
fostering trust and ensuring patients feel supported throughout their care journey. 
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Appendix One – Briefing paper 

 

 



 
 

11 
 

 

 

 



 
 

12 
 

Appendix Two – Discussion guide 

Mechanical Thrombectomy Workshop 

Discussion Guide 

Thursday 15th May 2025 

1100-1300 

Background 

As part of a National Institute Health Research funded project, Health Innovation 
Oxford and Thames Valley (HIOTV)1 are working with a company called Medical 
iSight.  They have developed software that runs through an augmented reality (AR) 
headset to create 3D images.  It can assist doctors to see the brain and blood 
vessels from different angles which could help them prepare for and undertake a 
mechanical thrombectomy.  The AR may also help with training doctors to perform 
the procedure and allow patients to understand what procedure they have gone 
through. 

This will be a small interactive workshop, with members of the public who have lived 
experience. We are interested in hearing thoughts on what information is important 
for consent to this procedure.  We understand that at the time of a stroke the 
patient may not be able to consent to the research so would be grateful if you could 
think around what is important for family members to understand. 
 
The workshop will explore the following: 

• your experience of communication around the diagnosis and treatment of 
stroke: what worked well and what could be improved. 

• What would you/your family need to know about this research before 
consenting 

• Develop trust in the software – what do you need to know? 
 

Note on the role of this guide 

This document is a guide written for qualitative research, not a script. 
Conversation in the groups should flow as naturally as possible. The approach, 
content and conversation flow in each group is likely to differ depending on the 
interests and conversational style of participants. We aim to let participants come 
to topics as spontaneously and naturally as possible. Therefore, not all questions 
in the guide will be asked and not in the order or exact wording here.  

 
1 National Institute for Health Research and Health Innovation Oxford and Thames Valley 

https://www.medicalisight.com/
https://www.medicalisight.com/
https://www.nihr.ac.uk/research-funding/funding-programmes/invention-for-innovation
https://www.healthinnovationoxford.org/
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The role of the guide is: 

(1) an aide-memoir for the facilitator of the main areas of interest to cover off; 

(2) a default structure and flow; and  

(3) a set of suggested wordings for key questions.  

 

Timing 
& 
location 

Questions Objective 

                                                                            Introduction  
11am  
 
10-15 
Mins 
 
Plenary 

Facilitator 1 introduces self, explains role, welcomes 
everyone, give people some time to settle in / 
check tech. Shares agenda slide with clear timings 
on breaks. 
 
Passes to facilitator 2 to present on what the 
research is about and why we’re all here. 
 
Facilitator 1 Explains format we’ll be going into 
breakout rooms and coming back to plenary 
throughout. Goes over following:  
 
Your discussions will be used to inform patient 
information sheets, consent and a written a report.  
No one who takes part in the workshop will be 
identified. We may use quotes in the report, but no 
names will be used. Anytime during the workshop, 
you can decide not to continue to participate.  A 
member of the team will be available for a 
discussion if you want to talk to someone before, 
during, or after the workshop. 

• Covered by GDPR – check they have 
read and signed consent form 

• Share ground rules slide 
• No right or wrong answers 
• Audio-recording permission  
• Any questions?  

 
 
 

To put 
participants at 
ease, share 
plan for session 
and set up the 
rest of the 
conversation 
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Questions about the project 
11:15am 
 
Breakout 
room 
 
30  mins 

Please introduce yourself with your name and 
share just one word that describes how you’re 
feeling today. It can be any word — there are no 
right or wrong answers. If you like, you can say why 
you chose that word, but you don’t have to. 
 
Now we know how we’re all feeling let’s talk about 
what we just heard in the introduction: 

• What questions do you have about the 
Technology?  

What are the key factors to consider in 
communication? 

• Thinking about your experiences of 
communication around diagnosis and 
treatment, what is the one thing you would 
say is most important to consider when 
discussing this procedure with people? 
Why? 

• What is the one thing they should avoid 
doing when discussing this procedure with 
people? Why? 

 
What would you/your family need to know about 
this research before agreeing to take part? PROBE: 

• What would make you feel confident in 
giving consent? 

• What kind of risks or benefits would you want 
explained? 

• How would you want information to be 
shared — written, spoken, demonstrated? 

 
To feel confident using or trusting a new 
technology like this — what would you need to 
know? PROBE: 

• What would help you feel it’s safe and 
reliable? 

• Would you want to know who designed it, 
how it was tested, or something else? 

• How important is it to know how your data 
will be used and protected? 

 

Understanding 
what questions, 
the procedure 
brings up for 
participants 
and what 
learnings they 
can share from 
their own 
experiences 
around what 
good 
communication 
looks and feels 
like.    
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We’re going to go back into plenary shortly and 
share our discussion with the wider group. 
Facilitator to recap key points from discussion and 
check with the group they’ve captured everything. 
Ask if anyone is keen to volunteer on feeding back?  
 
 

Sharing Feedback 
11:45am 
 
Plenary 
 
15 mins 

Facilitator 1 to welcome everyone back. Now we’re 
going to hear what the other groups have been 
discussing.  Start with Facilitator 2’s group: 

• What were the key questions people had? 
• What are the most important factors when it 

comes to communication? 
• What do people need to know about 1) the 

research 2) the technology? 
 
Facilitator 2’s group then feeds back from their 
discussions.  
 
Any questions? 
 
Break for ten mins – turn off cameras and mute. 
 

 

BREAK 10 MINS 
12-12:10pm 

Exploring documents in more detail 
12:10pm 
 
Starts in 
plenary 
then 
straight 
into 
breakout  
 
35 mins 
 
 

Facilitator 2 to welcome everyone back from break 
then all go straight into breakout rooms.  
 
We’re now going to look at three documents that 
would be used if someone was invited to take part 
in this research. These are the kinds of documents 
people are given to help them understand what 
the study is about and whether they want to take 
part. We really want your views on whether these 
make sense, feel clear, and give you the kind of 
information you’d want. 
 
Summary — a short overview of the research 
 

Gather more 
detailed 
feedback on 
draft 
documents.  
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Consent form — what people sign to agree to take 
part 
 
Patient information sheet — a longer document 
explaining details 
 
Summary -10 mins 
Facilitator of group to share screen and read out to 
group, asking them to stop along way if necessary, 
or write thoughts into the chat.  
 
When you look at the summary  

• what’s clear and helpful about it?  
• What’s confusing or could be improved? 

PROBE: 
• Does it explain clearly what the research is 

about? 
• Is there anything you’d like to know that’s 

not here? 
• Is the language easy to follow? 

 
Consent form – 10 mins 
Facilitator to share screen and read out to group, 
asking them to stop along way if necessary, or 
write thoughts into the chat.  
 
Looking at the consent form  

• how does it feel to you?  
• Is it clear what you’d be agreeing to? 

PROBE: 
• Is the wording easy to understand? 
• Are there things you’d want explained better 

before signing? 
• Does anything make you feel unsure or 

concerned? 
 
Patient Information Sheet – 10 mins 
Facilitator to share screen and read out to group, 
asking them to stop along way if necessary, or 
write thoughts into the chat.  
Now thinking about the longer patient information 
sheet   
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• what works well, and what could be clearer? 
PROBE: 

• Is it too long, too short, or about right? 
• Is there any part that stands out as 

confusing or overwhelming? 
• What would make it easier to follow — for 

example, pictures, headings, simpler words? 
 
 
Overall, considering everything we’ve discussed 
today, how are you feeling? Is there anything else 
we haven’t covered that you’d like to add? 

• Any questions? 
 

Summary & Next Steps 
12:45pm  
 
15 mins 

Facilitator 1 to welcome everyone back. Now we’re 
going to hear what the other groups have been 
discussing.  Start with Facilitator 2’s group: 

• Key thoughts on documents? 
Facilitator 1’s group then feeds back from their 
discussions.  
 
Any questions? Thoughts? 
 
Facilitator 1 to explain next steps: go away, write 
report and suggest amendments to documents 
based on your feedback.  
 

THANK AND CLOSE 
 

Hear final 
thoughts. Finish 
the workshop 
and explain 
next steps. 
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Appendix Three - Participant information sheet  

Participant Information Sheet 

 
Multimodal Augmented Reality for Operative Guidance in Interventional Neuroradiology 

(MAROG-INR) 

 
Chief Investigator: Professor Kyriakos Lobotesis 

Study Sponsor and Funder: Medical iSight (UK) Limited 

 

You are invited to take part in a research study. Before you decide, it is important for you to 
understand why the research is being done and what it will involve. Please take the time to read 
this information sheet carefully and if you have any questions, please speak to a member of the 
clinical team managing your care. 

 

Purpose of this study 

There is increasing interest in the use of ‘augmented reality’ (AR), i.e. having extra images or 
computer graphics in a doctor’s field of view, in preparation for and during a procedure, to help 
them have a better understanding of key structures in the body. Typically, this information is 
generated from the scans a patient would have had before or during the procedure. The purpose 
of this study is to investigate whether such assistance has the potential to improve safety and 
patient outcomes for mechanical thrombectomy procedures for the treatment of stroke, and 
whether it may lead to such procedures taking less time to complete. Neuroradiology is the field 
of medicine that uses imaging techniques to diagnose and treat disorders of the nervous system. 

Interventional neuroradiology makes use of live X-ray images during surgery so that the surgeon 
can control the introduction of catheters, stents and other devices inside the body and up into 
the brain. Navigation is particularly challenging within the brain, which is why we are interested 
in the neuroradiological procedures being employed to treat strokes, prevent the rupture of 
aneurysms, and to alleviate the problems associated with abnormal junctions between networks 
of arteries and veins. Your study doctor will explain what will happen during your procedure.  

The research will take place in collaboration with Medical iSight, a company which develops 
software to provide anatomical guidance and assistance with decision-making during 
interventional procedures. It will involve the development of methods for aligning images and 
graphics accurately, identifying what information is the most useful and defining how it should be 
displayed. The imaging data from your procedure will help improve these techniques and 
establish the extent to which they are of use to the clinician. It is also envisaged that this 
technology will help with procedure planning and mentoring, with the potential for procedures to 
be discussed or supervised remotely. Such technologies have been identified as a key potential 
innovation in the response to the COVID-19 pandemic, providing a means to deliver care 
efficiently and leverage access to multiple remote specialists while simultaneously protecting 
staff and patients from exposure. 

 

Why have I been chosen? 

You have been chosen because you are due to undergo a mechanical thrombectomy procedure 
for treatment of stroke at the Imperial College Healthcare NHS Trust and you meet the eligibility 
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criteria for this study. The procedure will be performed by an experienced interventional 
neuroradiologist. In total, xxx participants will be included. 

Do I have to take part in the study? 

No - it is entirely up to you whether or not you participate. If you choose to take part, a study 
doctor will explain the study to you and you will be asked to sign a consent form (as part of 
informed consent). You will be given a copy of this patient information sheet and the informed 
consent form to keep. You are free to withdraw at any time and a decision not to take part will NOT 
affect the standard of care that you receive.  

 What will happen to me if I take part? 

If you decide to take part, a study doctor will ask you to sign a consent form. You will be asked to 
allow us access to your existing CTA scans, and fluoroscopy (X-ray) data. The clinical team may 
use the existing data to help plan for your upcoming operation and to explain what will happen 
during your procedure. These are the only parts of the study that occur outside the procedure 
itself. However, we will only access these data if you agree to participate in the study and provide 
written informed consent. 

During the procedure, external video and still images may be captured using an AR headset worn 
by the surgeon (the surgeon’s normal view will not be affected), along with positional data and 
external anatomical measurements when required. All such data will be stored securely and used 
at a later time to test the accuracy of different methods of alignment and procedure setup. Other 
forms of live imaging, such as fluoroscopy, may also be gathered during your procedure. This 
information will be used to generate images showing the position and shape of structures within 
your body as the procedure progresses. The AR headset works by placing a transparent display in 
front of each of the surgeon’s eyes, giving the effect of having additional 3D graphical information 
within their field of view (see Figure 1), without altering what they can already see in their 
surroundings.  Finally, we would also like to gather information on how successful the procedure 
was and how long each stage of it lasted. 
 

  

Figure 1. AR headset (left); 3D graphical information within field of view (right). 

 

Risks and disadvantages of taking part 

As with all procedures, there is a risk of complications and this will be explained during the usual 
consent process for the procedure. There is a risk that software errors or inappropriate use may 
influence decision making, potentially leading to patient harm. This issue is addressed in part by 
the fact that any AR guidance is presented as an adjunct to, and not as a replacement for, existing 
standard of care imaging. The Medicines and Healthcare products Regulatory Agency (MHRA) 
has approved the software for clinical investigations, having reviewed a full assessment of risk.  
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Radiation risks 

The CTA (Computed Tomography Angiogram) and interventional procedure are part of your 
routine care. If you take part in this study, you will not undergo any additional examinations. These 
procedures use ionising radiation to form images of your body and provide your doctor with other 
clinical information. Ionising radiation may cause cancer many years or decades after the 
exposure. The chances of this happening to you are the same whether you take part in this study 
or not. 

 
Will I be paid for participation? 

You will not receive any payments, reimbursement of expenses or any other benefits or incentives 
for taking part in this research. Individual researchers will not receive any personal payment over 
and above normal salary, or any other benefits or incentives, for taking part in this research. 

Potential benefits 

Although your interventional neuroradiologist will continue to use their existing methods during 
your procedure, if you were to take part then they may have a better appreciation of the target 
anatomy and surrounding structures. This may lead to improved treatment, quicker recovery time 
and fewer complications, but these cannot be guaranteed. It is anticipated that this research will 
lead to such benefits for other patients like you in the future. 

What do I have to do next? 

Should you wish to participate in the study, the next step will be for us to gain your informed 
consent. We will ask your permission to collect your imaging data. Postoperatively, information 
about the immediate outcomes of your procedure will be obtained from your clinical notes by the 
medical team in charge of your care. 

What if something goes wrong? 

The study sponsor, Medical iSight, holds insurance policies which apply to this study. If you 
experience harm or injury as a result of taking part in this study, you will be eligible to claim 
compensation if the sponsor is shown to have been at fault in respect of the management or 
design of the research. This does not affect your legal rights to seek compensation. The sponsor 
has also made arrangements for payment of compensation in the event you experience harm 
where no legal liability arises. 

If you are harmed due to someone's negligence, then you may have grounds for a legal action. 
Regardless of this, if you wish to complain, or have any concerns about any aspect of the way you 
have been treated during the course of this study, then you should immediately inform the 
sponsor using the Contact Details given at the end of this information sheet. The normal National 
Health Service mechanisms are also available to you. 

If you were to lose the ability to consent during the study, you will be withdrawn from the study. 
Data already collected with consent would be retained and used in the study. No further data 
would be collected, nor would any other research procedures be carried out on you.  

 
How will we use information about you? 

We will need to use information from your medical records for this research project. The 
information will include your NHS number, name, contact details, ailment characteristics and 
medical image findings. People will use this information to do the research or to check your 
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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 that you took part in the study. 

The study investigators will keep patient details and correspondence, consent forms and code 
numbers safely secured in an Investigator Site File within the Imaging Department, Charing Cross 
Hospital, Imperial College Healthcare NHS Trust. We may want to use the information for further 
research projects, but only if they are approved by the xxx Research Ethics Committee. The 
consent form will give you the choice of agreeing or not agreeing with this specific request. 

The Medicines and Healthcare products Regulatory Agency (MHRA) may be given access to some 
or all of your pseudonymised imaging data as part of their role in assessing conformity to medical 
device regulations. Only information relevant to the study will be archived and will not be made 
available to anyone outside of the research team or used for any other purpose without the prior 
approval of the xxx Research Ethics Committee. Imperial College Healthcare NHS Trust will keep 
your personal data for a maximum of 15 years after the study has completed. The sponsor will 
keep your pseudonymised imaging data (comprising CT, MRI or fluoroscopy) in a secure digital 
archive for a maximum of 15 years after the study has completed. This period facilitates long-
term analysis by the original or other research teams, subject to consent. 
 
 
What are your choices about how your information is used?  

• You can stop being part of the study at any time, without giving a reason, but we will keep 
information about you that we already have. To withdraw, you must inform the research 
team who can be contacted via the Imaging Department on 020 3313 0764. 

• If you choose to stop taking part in the study, we would like to continue collecting 
information about your health from your hospital and central NHS records. If you do not 
want this to happen, tell us and we will stop. 

• We need to manage your records in specific ways for the research to be reliable. This means 
that we won’t be able to let you see or change the data we hold about you. 

• If you agree to take part in this study, you will have the option to take part in future research 
using your data saved from this study. 

 

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

You can find out more about how we use your information  

• at www.hra.nhs.uk/information-about-patients/ 

• by asking one of the research team, or 

• by sending an email to dpo@medicalisight.com 

 

What will happen to the results of the research study? 

The results may be published in peer-reviewed journals, internal technical reports or other 
clinical articles. Results will be available to your doctor or interventionalist, and may aid in the 

mailto:dpo@medicalisight.comt
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future management of your condition. Results may also be presented at conferences, internal 
meetings within the Imperial College Healthcare NHS Trust and academic institutions. Your 
name will not be disclosed in any of the results. The study sponsor will also ensure that an 
electronic summary of the final results will be made available to you at the end of the study, by 
way of your contact details captured at the time of consent. 
 

Incidental findings  

It is very unlikely, but in some cases another problem or illness may be detected in your imaging 
data that was not apparent at the time they were acquired. In this case, the code that replaced 
your name when the data was made pseudonymous will be passed to the clinical team managing 
your care, such that they can trace your identity, and contact you and your doctor to raise 
awareness of these findings. Furthermore, your General Practitioner (GP) will also be informed. 
 

Public interest 

Health and social care research should serve the public interest, which means that we have to 
demonstrate that our research serves the interests of society as a whole. We do this by following 
the UK Policy Framework for Health and Social Care Research. 

 
Who has reviewed the study? 

The xxx Research Ethics Committee has reviewed this study and has given ethical approval. The 
MHRA has given approval for the software to be used. 
 

 
Declaration of potential conflicts of interest 

This study is being funded by Medical iSight and the National Institute for Health and Care 
Research (NIHR). The Chief Investigator for this study, Prof Kyriakos Lobotesis, is a shareholder 
and co-founder of Medical iSight. 
 
Complaints 

If you wish to raise a complaint on how we have handled your data, please contact Medical iSight 
via email at dpo@medicalisight.com and/or via post, addressed to the Data Protection Officer, 
using the Contact Details below. 

 
If you are not satisfied with our response or believe we are processing your data in a way that is 
not lawful you can complain to the Information Commissioner’s Office (ICO). The ICO does 
recommend that you seek to resolve matters with the Data Controller first before involving the 
regulator. 

 

If you would like to speak to someone independently you can call the Patient Liaison and Advisory 
Service (PALS) in Charing Cross Hospital on 020 3312 7777 or contact them via email at: 
imperial.PALS@nhs.net  

 
 

 

https://www.hra.nhs.uk/planning-and-improving-research/policies-standards-legislation/uk-policy-framework-health-social-care-research/
mailto:dpo@medicalisight.comt
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Contact Details 

Medical iSight (UK) Limited 

9th Floor 

107 Cheapside 
London 

EC2V 6DN   

contact@medicalisight.com 

 

Thank you for taking time to read this information sheet and for considering taking part in this 
study. If you have any further questions, please talk to a member of the study clinical team. A 

copy of the consent form is included in this pack. 
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Appendix Four – Patient consent form 

 

 
 

 


