

ANNEX 1: Patient information sheet and informed consent
INFORMATION SHEET
Individuals who suffer from claustrophobia and need to undergo a magnetic resonance imaging (MRI) scan are often referred to "open" machines that offer lower image quality. This results in suboptimal images for diagnosis purposes. 
The ClaustroVIR project (promoted by the Imaging Diagnostics Department of xxxx) aims to find tools to address MRI scans without medication, in high magnetic field magnets, in a way that enhances diagnosis quality. There are various tools to overcome claustrophobia, and we aim to scientifically demonstrate their usefulness. In this context, we will attempt to conduct the test with person-accompaniment techniques (relaxation, a companion, etc.), or with virtual reality (VR) goggles to distract attention.
To achieve this, a quasi-experimental study has been designed, in which one group will undergo the test with VR goggles, and another group will receive person-support measures, enabling the comparison of results between the two groups. Anxiety levels and heart rate will be measured at the beginning and end of the test, and their satisfaction level upon completion will also be assessed. 
Your participation is voluntary and involves following the healthcare personnel's instructions to relax or using VR goggles and answering a survey for evaluation purposes. 
This survey is anonymous, and your data will be treated confidentially. 
Thank you very much for your participation!
CONSENT FORM
Study Title: "ClaustroVIR Project”

I, [Name and Surname]

Declare that:

1. I have read the information sheet attached to this consent.

2. I have had the opportunity to ask questions about this study.

3. I understand that my participation is voluntary, and I can withdraw at any time.

Date: 

Participant’s Signature:


INTRODUCTION AND PARTICIPATION

We are reaching out to inform you about a research study in which you are invited to participate. The study has been approved by an Ethics and Research Committee at [Name of Institution], in accordance with current legislation.

Our intention is to provide you with the correct and sufficient information so that you can decide whether to accept or decline participation in this study. For this purpose, an information sheet has been provided, and you may consult with anyone you deem appropriate.

You should know that your participation in this study is voluntary, and you may choose NOT to participate. If you decide to participate, you can change your decision and withdraw consent at any time, without affecting your relationship with your doctor or your healthcare in any way.

Objective and Description of the Study

The objectives of the study are as described in the information sheet.

Risks and Discomforts Associated with Participation in the Study

The risks of the study are the same as those associated with undergoing a magnetic resonance imaging (MRI) scan. If virtual reality goggles are used, they are an additional external element that should be comfortable to use, but in certain individuals, it may be discomforting. The visit may be slightly longer due to the explanations and questionnaires that we will ask you to complete.

As a participant, you agree to attend the visit and respond to the questions asked for the questionnaires.

Potential Benefits

The expected benefits are to demonstrate that, through non-pharmacological procedures, the number of people undergoing MRI scans increases, reducing the anxiety they experience before the test. In your case, we hope that you also benefit from this and find it easier to undergo the test, improving your diagnosis.

If you have any doubts or need more information during your participation, please contact [Name of Contact Person] at the Department of Imaging Diagnosis, at [Phone Number] extension [Extension Number], from 8 am to 4 pm.

Pregnancy Warning

If you are pregnant, the same instructions as for an MRI would be followed, excluding you from the study.

Protection of Personal Data

Both the promoter and the centre will ensure that the principles outlined in national and European data protection regulations are complied with.

I declare that:

☐ I have read the information sheet attached to this informed consent.

☐ I have been able to ask questions about this study.

☐ I have received sufficient information about the study.

☐ I have spoken with [Name of Contact Person].

☐ I understand that my participation is voluntary.

☐ I understand that I can withdraw from the study:

• Whenever I want.

• Without having to provide explanations.

• Without this affecting my medical care.

I will receive a signed copy of this information sheet and informed consent.

I freely give my consent to participate in the study, confirm that I have read the Information Sheet, and agree with its contents.

Participant's Signature


 Investigator's Signature
Date: //____ 




Date: //____
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