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as usability, understanding and impact on the individual’s clinical workflow. It will focus on highlighting 
reasons for compliance or defiance with the alert.  

 

Follow-Up Interview 

 

Following completion of the intervention phase, clinicians who were exposed to the alert will be 

invited to undertake a follow up interview. The purpose of this is to explore their overall attitudes 

towards the study and to garner qualitative comparison data on the two alert designs. It is likely that 

the majority of the participating nurse cohort will only be exposed to one of the two alert designs 

during the intervention period due to the scale of the study. To enable a comparison to be made, 

participants will be invited to review the simulation of the alert they did not interact with clinically 

during the interview. The use of simulated alerts for comparison will be recorded. The subgroup of 

nurses interacting with both alerts during the intervention phase will be presented in the results. 

 

 

Pre-Intervention Interview 
 

Aims 

 

- Gather baseline information about clinicians  

- Baseline qualitative data on attitudes towards Magnesium supplementation 

- Guided simulation of both types of alert  

- First-impression feedback on alert principles and design 

 

Background 

 

- Occurs following participant recruitment (nurses) or in isolation for other ICU clinicians. 

 - Following review of Participant Information Sheet and Consent Form. 

- Audio transcribed, simulation guided using Epic.  

- Following interview completion, nurses will continue on to the intervention phase of the study, other 

ICU clinicians will complete study. 

- Anticipated duration: 30 minutes 

 

Semi-Structured Interview Schedule 
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> Before we start, can I check that you are happy to continue with the interview today?  

> It should take approximately 30 minutes 

> I'll be recording what we discuss so that it can be analysed with the rest of the study results after 

> As per the Information Sheet, the audio recording will be uploaded to a secure electronic storage 

vault and won't leave that without being anonymised beforehand.  

1. What is your role in the ICU? 

a. If ICU nurse: 

i. Number of years qualified. 

ii. Number of years working in critical care. 

iii. Banding. 

iv. Duration worked in this ICU. 

v. Number of shifts per week. 

2. Have you been involved in research studies for critical care patients before? 

a. Which ones? 

b. What was your role? 

c. Have you been involved in any research studies using Epic? 

3. Thinking about the routine treatments that we give to critical care patients daily, can you 

estimate the proportion of these that are underpinned by good quality evidence? 

a. How do you interact with evidence about the treatments you give? 

i. Journals 

ii. Clinical guidelines 

iii. MDT/Teaching/Colleagues 

4. How do you interact with a patient’s blood test results? 

a. Do you review them yourself (i.e. independently of the ward round for nurses). 

b. Do you review them every shift? 

c. How does reviewing blood tests integrate into your daily workflow? 

i. Is there a particular time during each shift where you review them? 

ii. Would you review them on a night shift? 

iii. What kind of actions do you take from reviewing the blood test results? 

5. What are the main reasons you might administer supplemental Magnesium to a critical care 

patient? 

a. Clinical indications 

b. What drives you to access the PRN Magnesium prescription? 

6. How often would you administer (or request) supplemental Magnesium? 

a. What proportion of your shifts? 

b. What proportion of your patients? 

7. Do you ever consult anyone else about whether or not to give supplemental Magnesium? 

a. Who? 

b. How often? 

8. Consider a patient’s serum Magnesium lab result – do you have a threshold for giving 

Magnesium?  

a. Low (when you would always give) 

b. High (when you would never give) 

c. How would you decide what to do in between these values? 

9. Do you ever feel uncertain about what level of Magnesium to supplement at?  

a. Can you estimate the numbers around which you feel uncertain? 
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b. What makes you uncertain? 

c. What do you do if you are not sure what to do? 

10. What are your feelings about Epic as an Electronic Health Record System? 

11. Do you interact with any pop-up alerts at the moment? 

a. Which ones? 

b. What do you think of them? 

c. Do they ever prompt you to change your clinical practice?  

 > I'd like to show you two designs of electronic alert.   

 > These are designed to activate within Epic, under specific conditions - in this case, around the time 

that the ICU nurse is reviewing blood test results or considering administering supplemental 

Magnesium. 

 > I'll walk you through how the alerts activate, and how you might interact with them and then ask 

what you think about them. 

 

> Walk through Nudge Alert. 

> Walk through Preference Alert. 

 

12. What are your initial thoughts about these two alerts? 

13. Can you describe what the alert is asking you to do? 

14. What do you think your response to the alerts might be? 

a. For non-nurses, ask them to consider a similar research question relevant to their role to 

frame the question in more relevant terms. 

15. Do you think these alerts will be disruptive to your clinical workflow? 
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Post-Exposure Interview 
 

Aims 

 

- Assess alert useability and understanding of the alert. 

- Assess immediate feedback on clinical workflow impact. 

- Assess reasons for compliance or defiance with alert.  

 

Background 

 

This interview is focused on critical care nurses who have interacted with one of the alert designs in 

a clinical setting.  It is designed to be carried out within the same shift as the nurse receives the 

exposure.  Intended duration: 15 minutes. 

 

Semi-Structured Interview Schedule 

 

1. Did you receive any electronic alerts whilst looking after your patient today? 

a. What were they? 

b. What were you doing when you received them? 

2. How did you feel when you received the Magnesium alert? 

3. What was the Magnesium alert asking you to do? 

4. Did you follow the suggestion of the alert? 

a. Why? 

b. Did you feel that the alert was clear in what it was asking of you? 

c. Did you feel pressured to do something you weren’t comfortable with? 

5. Thinking back to what you were doing when you received the alert: how did you feel about the 

timing of the alert activating? 

a. Was it inconvenient? How would you fix it? 

b. Did you feel you had enough time to review it and consider what to do? 

c. Currently the alert deploys based on when you look at the blood test results or when you 

access the Magnesium prescription, can you think of better times or triggers for the alert 

to activate which might work better with your workflow? 

6. What did you do immediately following the alert? 

7. How do you feel about how frequently the alert popped up? 

8. What do you think of the design of the alert itself?  

a. Easy to understand? // Unclear language? // Too much or too little information? 

9. Did you discuss the alert/decision to give Magnesium with any other members of the clinical 

team? 

10. How do you think this alert impacted or changed the patient’s care? 

11. If the patient was able to, did you discuss the alert or decision to supplement Magnesium with 

the patient? 

12. Would you routinely discuss Magnesium supplementation at handover? 
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Follow Up Interview 
 

Aims 

 

- Explore overall attitudes towards the study. 

- Compare and contrast alert designs and elicit preferences. 

Background 

 

This interview will be conducted following conclusion of the intervention phase and will be focused 

on participating critical care nurses who were exposed to an alert whilst delivering clinical care.   

It is anticipated that nurses may not be exposed to both alert designs during the intervention period 

and as such this interview will include a second simulated walk through of the alert design not seen 

clinically to facilitate a comparison.  Intended duration: 30 minutes. 

 

Semi-Structured Interview Schedule 

 

1. During the course of looking after patients in this study, were you exposed to an electronic alert 

about Magnesium? 

a. How many times did you receive the Magnesium alert in total? 

2. Were you exposed to two types of alert design at least once? 

a. Show picture examples to aid recall. 

b. Can also compare against exposures from EHRS. 

 

> At this point, if the nurse has not been exposed to one type of alert design, pause the interview and 

go back through the simulated walk through for the alternative alert type as a refresher. 

3. If you compare both designs of the alert, do you prefer one design over the other? 

a. Why? 

b. What are the good and bad aspects of each design? 

4. Do you feel that one type of alert made you more likely to follow the randomised allocation 

over the other?  

5. Do you think you were more likely to ignore one design over the other? 

6. Overall, how have you found taking part in this study? 

7. What do you think about the potential for using alerts like this to research routine treatments 

in ICU? 

8. If we ran a larger scale version of this trial, with the aim of finding out if liberal or restrictive 

Magnesium supplementation was better at preventing Atrial Fibrillation: 

a. Would you take part? 

b. Which alert would you pick to use? 

c. What do you think the result of the trial would be? 
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9. Imagine we were using this design of experiment (with electronic alerts and randomisation) to 

investigate different ICU treatments at the same time.  This means that you might get more than 

one alert for different treatments during a shift: 

a. What do you think about having more than one alert question running at once? 

b. What do you think the maximum number of different alerts that would be tolerable is? 

10. Part of the process for picking research questions to investigate with this method is that we 

demonstrate a lack of evidence as to the best course of action, and existing variation in how 

clinicians administer the treatment.  Consider each of these scenarios, would you be happy to 

use the alert randomisation method to investigate them? 

a. Randomising to different durations of postoperative antibiotic treatment to prevent 

surgical site infections. 

b. Randomising to different thresholds of Haemoglobin at which to “top-up” with a blood 
transfusion. 

c. Randomising to different thresholds of temperature at which to administer Paracetamol 

for a fever. 

d. Randomising to different target mean arterial blood pressures for patients. 

e. Randomising to different durations of non-invasive ventilation before intubation for 

patients with pneumonia. 
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from experience that because of the operation you were having you would come to intensive care 

after.   

The purpose of this interview is two-fold: 

1/ To get your thoughts and opinions on giving consent to research before you are admitted to 

intensive care (what we are calling pre-emptive consent). 

2/ To get your thoughts on the acceptability of a different way of giving consent, specifically for 

investigation of routine treatments, which we are calling opt-out consent (more on this later). 

 

Semi-Structured Interview Schedule 

 

> Before we start, can I check that you are happy to continue with the interview today?  

> It should take approximately 30 minutes. 

> I'll be recording what we discuss so that it can be analysed with the rest of the study results after 

> As per the Information Sheet, the audio recording will be uploaded to a secure electronic storage 

vault and won't leave that without being anonymised beforehand.  

 

1. What do you remember about how you were asked to provide consent to this study? 

 1. Where did it happen? 

 2. When did it happen in relation to your operation? 

2. Can you remember what the study was investigating? [this question is used partially to recap in 

preparation for following questions] 

 1. Alerts 

 2. Magnesium 

2. Thinking back to when you were asked to consent to this study, how did you feel at the time? 

 1. Do you think you understood what the study involved,  

I.e. what it was asking of you as a participant? 

 2. Do you think you had the right amount of time to think about the study? 

 3. How would you describe your feelings about taking part in a research study? 

3. As part of the consent process, you were provided with some written information about the study 

- what did you think about that? 

 1. Was it written clearly? 

 2. Were there any parts you did not understand? 

4. Throughout the study, were you satisfied that if you wanted to withdraw from the study you knew 

how to do this? 
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> One of the advantages of asking for you to consent in clinic, before you are admitted to intensive 

care, is that we do not have to approach you to consent immediately after your operation.   

> Another method used to do research is to conduct the study (with the approval of an ethics 

committee) and then ask for your consent after it has happened, a process called deferred consent.  

> This is often used for studies in intensive care because you may not be able to provide consent at 

the time as you may be unconscious.   

 

5. Comparing the approach we have taken, to consent you prior to surgery pre-emptively, rather than 

ask you afterwards, as in deferred consent, which seems more appropriate to you? 

6. Overall, having consented to this study using the pre-emptive method, do you think it an acceptable 

method for asking for consent to participate in a research study? 

 1. Would you find it acceptable to be approached in clinic to participate in further research 

studies? 

7. Do you have any concerns with this method of obtaining consent? 

 1. Are there circumstances when you think it might be inappropriate or wrong to ask for 

consent like this? 

  1. E.g. trying a new or experimental treatment 

>  I'd like to ask your opinion about another way of giving consent to participate in research, called 

opt-out consent. 

>  This needs a little explanation.  

>  For situations where treatments lack evidence, and therefore whether a patient receives them or 

not is determined by which clinician looks after them (a process which is generally random), we believe 

it is unethical not to study whether these treatments are effective or not.   

>  Consider a situation when you are expecting to come into hospital for an operation, and as part of 

your recovery you will stay on intensive care for a time , as you just have.  

>  When you receive information about your hospital stay, at the Pre-Assessment Clinic for example, 

you find it includes a leaflet about intensive care.  

>  This states that the intensive care unit and the people who work there everyday are committed to 

continuously learning how they can provide better care for future patients.  

>  As part of this learning, clinical trials of routinely administered treatments take place on the ICU all 

the time.   

>  These trials will never involve the use of new treatments, and will only compare the use of existing 

treatments within the limits of how they already vary normally. 

>  The leaflet would explain that the same as all other research, these studies would go through the 

same rigorous checking and ethical approval as all other clinical trials.  

>  It would then give you brief information on all the studies currently being conducted. 
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>  It would then ask if you did NOT want to be part of any research during your admission, that you 

OPT-OUT, via one of several paths (internet, phone contact, discussion with any member of the clinical 

team). 

>  If you chose not to opt-out, then you would automatically be enrolled in one of these ongoing 

research studies as part of your admission.   

>  You would be able to choose what level of information you would like about the study going forward 

(updating about the results etc) and you would always have the ability to opt-out at any stage, the 

same as you had with this study.  

8. Were there any elements in that which you did not understand? 

9. What do you think of the idea of giving opt-out consent for carefully selected and controlled 

research studies? 

10. If you had received an information leaflet like the one described before your operation this time 

round what do you think your response would have been? 

 1. Do you think it would have been acceptable to study a routine treatment, like Magnesium, 

using this opt-out method of consent? 

11. Please review the example leaflet: 

 1. Are there areas that are unclear? 

 2. What do you think your response might be? 

12. Are there any areas which we have discussed that you feel concerned or worried about?  

13. Can you think of any research studies for which opt-out consent would not be appropriate? 

 1. We would consider any study which investigates a new drug or treatment to be 

inappropriate for this type of consent. 

14. We propose to form a trials committee to evaluate research questions which might potentially be 

investigated using opt-out consent.  We would include patient representatives on this panel.  Any 

research questions which they agree may be appropriate would then go forward to an ethics 

committee for consideration in the usual way.  Are there any additional layers of protection or scrutiny 

that you would like to see in place? 

15. Are you aware of any other research initiatives which use the principle of opt-out consent? 

 

> Thank you for participating in our study - do you have any further questions or anything else you 

would like to add? 
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Example Opt Out Leaflet 

 

"Dear Sir/Madam, 

> Occasionally patients admitted to hospital require a higher degree of monitoring and care than can 

be provided on a normal ward.   

> This normally means being looked after in the Intensive Care Unit, or ICU, within the hospital. 

> At UCLH, we operate an ICU which seeks to use the best modern technology, combined with cutting 

edge research to continually learn how to improve patient care.   

> To do this, we perform lots of research studies on treatments which form the basic routine delivery 

of Intensive Care.   

> These are things like giving Oxygen, giving additional fluids through the vein, or supplementing 

different salt levels.   

> The studies we run on these routine aspects of care are monitored, regulated and approved in the 

same way as all clinical research studies.  

> The aim of the studies is for us to learn how to give future patients better care. 

> We investigate these treatments because we know that clinicians may have different strategies 

when it comes to giving these treatments. 

> These differences arise because there is little scientific evidence to guide these decisions. 

> When clinicians come to make a decision they know there is limited evidence for, we offer them the 

opportunity to follow a randomly allocated suggestion that enables us to learn the best strategy for 

the future.  

> The decision about the treatment remains entirely within the control of your doctor or nurse who 

continue to manage you as they see fit.  

> Previous studies we have conducted have shown that most patients are happy for these kinds of 

routine treatment studies to occur, without asking for consent for each study beforehand.   

> In view of this, we operate a system where if you do not want to participate in these studies - you 

may opt-out of all research activities. 

> You can do this by visiting www.uclh.nhs.uk/prospector-optout.com or by discussing opting out with 

any member of the clinical team.  

> You can find a list of all the research studies we are currently conducting at 

www.uclh.nhs.uk/prospector-criticalcare.com." 
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S2 – Patient Information Sheet 
 

 

 

Participant Information Sheet (Patients) 
 

Study Title:  

Feasibility Study of PROSPECTOR – Point of care RandOmisation Systems for Performing Embedded 

Comparative effectiveness Trials Of Routine treatments in Critical Care 

Protocol Number: 1.0 (22.09.21) 

Sponsor: University College London, this study is being conducted as part of a PhD study program 

Principle Investigator: Dr. Matthew Wilson 

Site: University College London Hospitals NHS Trust 

Version: 1.1 (05.11.21) 

 

Invitation 

 

We would like to invite you to take part in our research study. Before you decide to participate, it is 

important that you understand why the research is being done and what it would involve for you. One 

of the research team will go through this information sheet with you, to help you decide if you would 

like to take part and to answer any questions you may have. This should take about 10 minutes. Please 

feel free to talk to others about the study if you wish. 

 

Background to the Study 

 

During a hospital stay, some patients require additional care that cannot be provided on a ward.  In 

these cases, patients come to the Intensive Care Unit and receive close monitoring and nursing care.  

For some operations, patients will routinely come to Intensive Care immediately after surgery. 

Every day, doctors and nurses working in Intensive Care make hundreds of decisions about 

treatments - like when to start or stop them, or how frequently to give them.  Ideally, decisions are 

based on gold standard evidence from scientific studies known as Randomised Controlled Trials 

(RCTs).  Unfortunately, for many commonly used treatments, little or no evidence about how best to 

use them exists, and clinicians must use knowledge and experience to decide what is best. 

As clinicians are all different, this can mean that patients can receive different treatments depending 

on who looks after them. For example, magnesium is routinely given to patients in Intensive Care to 
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prevent abnormal heart rhythms.  There is no evidence supporting this practice and clinicians vary in 

how they give magnesium to patients. 

Whilst a standard clinical trial might be run to answer the question of how best to give magnesium, 

this method is very expensive and labour-intensive as research teams must conduct tasks such as 

randomly allocating patients to treatments manually (known as randomisation). 

Increasingly, we are using hospital computer systems to make conducting clinical trials less costly 

and more efficient by automating some of the required processes.  These computer systems also 

possess mechanisms for prompting and guiding clinicians for certain decisions, reminding them of 

best practices, or warning them of potential problems.  These systems may be modified to allow 

clinicians to follow a treatment allocated randomly, within the boundaries of a clinical trial.  If 

successful, this will help us generate evidence for how best to give these treatments to patients.   

In this study we will investigate whether electronic computer prompts can be used to allow clinicians 

to follow a randomly allocated strategy for administering magnesium in the Intensive Care Unit. 

 

What is the Aim of the Study? 

 

This is a feasibility study, designed to find out how doctors and nurses might respond to two 

different designs of computer prompt designed to enable them to follow a magnesium treatment 

strategy, under conditions where they would normally be uncertain as to the best strategy. 

In addition, we would like to obtain your thoughts on different methods of providing informed 

consent to participate in this kind of research into routine care practices.  This would be done by 

interview at the end of the study.  

 

What Intervention is being examined? 

 

This study will compare two designs of computer prompt.  These will be displayed to the Intensive 

Care nurses at the time they make the decision about whether to give extra magnesium or not.  The 

prompts will ask the nurse to consider how strongly they feel about giving or not giving magnesium.  

If the nurse feels strongly that giving or not giving magnesium is the correct decision, they will follow 

their treatment preference.  However, if the nurse has no strong feelings either way, they will be 

encouraged to follow the magnesium strategy allocated by the study, and displayed on the prompt.  

This will enable the study to learn about what kind of magnesium strategy is best, whilst ensuring 

that clinicians retain control over what treatments patients receive. 

We also wish to gather the views of patients like yourself on different ways of asking for your 

consent to participate in research studies, specifically for treatments in hospital which form part of 

routine care, but which lack good evidence as to their effectiveness.  

 

Why am I being asked to participate in this study? 
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You are scheduled to have an operation which would normally involve you being looked after in 

Intensive Care immediately after surgery.  This allows us the opportunity to approach you 

beforehand to ask if you would consent to participate in this study.  

Signing up to the study 

 

After reading this information leaflet you will have the opportunity to discuss the study with a 

member of the research team and ask questions.  If at this stage you are happy to participate, we 

will ask you to sign a consent form.  If you would like more time to consider taking part, we will 

arrange a time to contact you prior to your operation to rediscuss participation.   

If you agree to participate, we will ask you to sign a consent form prior to your operation. 

If you decide not to take part in your study, then you continue with your planned surgery as normal. 

If you agree to participate but later change your mind, then you can withdraw from the study at any 

time.  You can do this by contacting one of the research team via telephone or email (at the end of 

this document), or by asking any member of the team looking after you who will be able to assist 

you.  

 

Why am I being asked to participate now? 

 

We are approaching you to participate in the study prior to your operation as the study is 

investigating aspects of your care (how to best look after your magnesium levels) immediately 

following an operation.  In many cases in the immediate period following an operation you may lack 

the capacity to consent due to effects of the surgery, general anaesthesia and pain medications, but 

in the majority of cases this resolves in the first 24 hours.  It is important that we study how best to 

give you treatments in the immediate period following surgery, so we are asking for your consent in 

advance.   

 

What happens in the study? 

 

If you agree to participate in the study, you will go ahead and have your operation as normal.  After 

surgery you will come to the Intensive Care Unit afterwards.  Occasionally, your clinical team may 

decide that you don’t require Intensive Care, and can be safely looked after on the ward.  If this 

happens, you’ll still be able to take part in the study by undertaking an interview, although you 
won’t be involved in the study of the computer prompts, as these are only being used in Intensive 
Care.    

On the Intensive Care Unit, you will continue to be looked after as normal.  As part of your routine 

care after an operation you will have regular blood tests (normally once a day for the first few days), 

including measurement of the amount of magnesium in your blood. How often these blood tests are 

conducted is decided by your clinical team and not by the study.    

Once your blood test results are back, the Intensive Care nurse looking after you will receive the 

computer prompt as detailed above and decide how best to look after you, together with the rest of 
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the clinical team.  The computer prompt will repeat for each new blood test result you have, for the 

duration of your stay on Intensive Care, or a maximum of five days after your operation.   

Because the prompt displays to the nurse using the electronic patient record on the bedside 

computer, you may not be aware of it happening.  Like all the medications that you receive, the 

nurse will let you know if they are giving you magnesium before giving it.  You are free to discuss the 

computer prompt and magnesium decision with the nurse if you would like, this will not affect the 

study.   

It is important to stress that the computer prompt will not ask the nurse to do anything outside 

normal clinical practice.  Your nurse, together with the rest of the Intensive Care team retains 

control over the treatment you receive at all times.  

When you are well enough to transfer from Intensive Care to the ward, the computer prompt will 

stop functioning.  On the ward, when you are well enough, we will ask you to undertake a follow up 

interview, which should take approximately 30 minutes.  Following this interview, your participation 

in the study will be finished.  

 

How will we collect the interview data? 

 

After confirming you remain happy to proceed, one of the research team members will conduct the 

interview which will be audio recorded.  The digital recordings will be uploaded to a secure research 

environment, managed by University College London.  A member of the research team will then 

transcribe the recordings into writing in order to analyse them, and at this point all identifying 

features will be removed.  Following completion of the study, removal of identifiers and 

transcription, the audio recordings will be deleted.  

 

Who will have access to the data? 

 

Access to the data will be restricted to members of the study research team, detailed within the 

study protocol.  Any information you provide during the interview will be anonymised by removal of 

identifying features by a member of the study team.  We will use selected quotes without names or 

identifiers in the published study results.  

 

What are the possible benefits of participating in the study? 

 

This study is for research purposes and will provide no direct benefit to you.  In the long-term this 

study will contribute to developing new clinical research methods to improve how we deliver care to 

critically ill patients at UCLH.   

 

What are the potential disadvantages of participating in the study? 
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If you agree to participate in the study, we ask that you undertake one follow up interview after 

leaving Intensive Care, lasting approximately 30 minutes.  

 

What happens if you don’t participate in the study? 

 

Your participation is entirely voluntary and you are free to decline or withdraw from the study at any 

time.  Your participation in this study does not alter your planned surgery, or postoperative care in 

any way beyond that detailed here.  

 

What happens after the study? 

 

After completing the pilot study, we will analyse the results.  We hope to use these pilot results to 

optimise the design if the computer prompts, and then run a large-scale trial in the future.  If you 

would like to be kept informed about the results and progress of the project, we will happily keep 

you updated via email (with your consent). 

 

What if something goes wrong? 

 

Every care will be taken in the course of this study.  However, if you wish to complain, or have any 

concerns about any aspect of the way you have been approached or treated by members of staff 

during your participation in a research study, NHS or UCL complaints mechanisms are available to 

you.  Please ask your research doctor (or a member of your clinical team) if you would like more 

information on this.   

If you remain unhappy and wish to complain formally, you can do this using the NHS complaints 

procedure.  Details can be obtained from the University College London Hospital Patient Advice and 

Liaison Service (PALS).  PALS can be contacted online (https://www.uclh.nhs.uk/contact/patient-

advice-and-liaison-service-pals) or by telephone (0203 447 3042), or email: uclh.pals@nhs.net.   

  

 

Do you receive compensation for participating in this study? 

 

Participation in the study is entirely voluntary and does not include any expense or payment.  

 

Who is organising and funding this study? 

 

This study is organised by a team of researchers and clinicians from UCL and UCLH.  It has received 

sponsorship from UCL.  
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What are the ethical and legal aspects in this study? 

 

This study has been approved by University College London Hospitals, and is being carried out in 

accordance with national legislations and guidelines as detailed in the amended Declaration of 

Helsinki (Seoul, 2008).  This study has been reviewed and approved by a Research Ethics Committee.   

 

How will we use information about you? 

 

We will need to use information from your electronic medical record for this research project.  This 

information will include features to identify you as a study participant, including your name, hospital 

identification number and date of birth.  We will also use data which is normally collected as part of 

your clinical care, including heart rhythm observations, when and how you receive additional 

magnesium treatments, and additional clinical data designed to answer the study question.  Your 

clinical data will remain inside University College London Hospital’s computer systems, accessible 
only to designated members of the research team, and the study sponsor (UCL).   

Once we have finished the study, we will keep some of your 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.   

 

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.  

We also need to manage your records in specific ways for the research we conduct 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.  This data will remain securely stored in University College London 

Hospital IT systems and in the UCL Data Safe Haven. 

 

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 our research team 

- By sending an email to: matthew.wilson8@nhs.net , or: uclh.criticalcareresearch-dl@nhs.net  

- By phoning us on: 07722407413 

- By sending an email to data-protection@ucl.ac.uk  
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If you have further questions: 

 

Contact the principal investigator (Dr. Matthew Wilson – matthew.wilson8@nhs.net), or the chief 

investigator (Dr. Steve Harris – steve.harris@ucl.ac.uk):  

- If you have any questions concerning your participation in this research study 

- If you have questions about your rights as a study participant 

- If you have questions, concerns or complaints about the research 
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S3 – Study Consent Form 
 

 

 

IRAS ID: 279737 

Centre Number: 1 

Study Number: 142382 

Version Number: 1.1 (05.11.21) 

Participant Information Number:  

 

CONSENT FORM 

Title of Project: PROSPECTOR-Critical Care 

Name of Researcher: Dr. Matthew Wilson 

 

1. I confirm that I have read the information sheet dated 5th November, 2021 (version 1.1) for the 

above study. I have had the opportunity to consider the information, ask questions and have had 

these answered satisfactorily.  

 

2. I understand that my participation is voluntary and that I am free to withdraw at any time without 

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

 

3. I understand that relevant sections of my medical notes (patients) and data collected during the 

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

or from the NHS Trust or University College London, where it is relevant to my taking part in this 

research. I give permission for these individuals to access my records. 

 

4. I understand that the information held and maintained by University College London Hospitals 

and University College London may be used to help contact me or provide information about my 

health status. 

 

5. I agree to participate in the study interview program and consent to the interview being audio 

recorded and transcribed into writing. 

 

6. I agree to take part in the above study. 

 

            

Name of Participant  Date    Signature 

Please initial each box: 
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Name of Person           Date    Signature 

taking consent 
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