
Model Informed Consent Form 

Study Title: Feasibility and safety of an immersive virtual reality-based vestibular 

rehabilitation program in people with multiple sclerosis experiencing vestibular 

impairment: A protocol for a pilot randomised controlled trial 

Principal investigator: Cristina García Muñoz 

Organization: University of Seville 

This informed consent is formed by two parts: 

I. Information sheet 

II. Certificate of Consent  

A copy of this form will be provided to you, in order you can take as much time as you 

need to make the final decision.  

Part I: Information sheet 

A. Introduction  

This informed consent form is for people with multiple sclerosis who suffer from 

dizziness, vertigo or imbalance. We are inviting you to participate in the research driven 

by our research team at the Physical therapy Department of the University of Seville 

(Spain). The current research was reviewed and approved by the Andalusian Review 

Board and Ethics Committee Virgen Macarena-Virgen del Rocio Hospitals (ID 2148-N-

19, 25th March 2020). This study complies with the Helsinki Statement. The aim of this 

form is to provide you with enough information to help you in your participation decision. 

Please, before you decide, read the information below carefully and feel free to ask the 

investigator if you have any question. The information will help you to understand the 

objective of study, procedures and duration and the possible benefits or risk derived from 

the research. 

B. Background 

Dizziness, balance disorders and fatigue are common clinical manifestation in multiple 

sclerosis (MS) having a direct impact in quality of life. Dizziness could affect between of 

49-59 % of MS patients, and it is highly related to imbalance. This problem could have a 

peripheral or central vestibular origin in this population. Thus, MS population could be 

benefit from a vestibular rehabilitation program. Major goals of vestibular rehabilitation 

are to decrease symptoms of dizziness, improve ocular fixation, improve stability and its 

effects on daily living activities. Immersive virtual reality (VRi) is a booming tool in 

vestibular and neurorehabilitation because of its added advantages. However, VRi has 

obtained promising results reducing dizziness and improving balance in patients with 

peripheral vestibular disorders, no previous studies can be found in MS. That is why it is 

necessary to examine the feasibility and safety of the VRi as a vestibular rehabilitation 

intervention to improve dizziness, balance, fatigue, and quality of life in people with 

multiple sclerosis. Both groups of study will receive the same intervention with the only 

difference of the performance of the exercises trough the VRi device. This study purposes 

a VRi intervention based on the gold standard vestibular protocol Cawthorne-Cooksey. 

Improvements of symptoms will have a direct repercussion in the quality of life of MS 
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patients. To examine these effects, up to 30 participants may join the experimental 

intervention purpose in this research applying a seven week intervention period.   

C. Purpose of study 

To assess feasibility and safety of the experimental VRi vestibular protocol.  

To examine the changes in dizziness, balance, fatigue and quality of life after a VRi 

vestibular protocol compared to conventional vestibular rehabilitation. 

Procedure 

Your participation in this research is completely voluntary. Experimental intervention 

will not have any cost to you. If you decide to reject your participation, once you have 

singed the informed consent form, you are entirely free to do it. You only must notify 

your desire to the principal investigator. You will not be required to give reasons for your 

decision to leave the research process. No ethics or economics conflicts will be carried 

out because of your rejection to participate. If you are willing to participate, before you 

enrolled the study you need to sing this informed consent form. Before you start with 

therapy you will participate in a baseline assessment drive by a physical therapist trained 

in vestibular rehabilitation. This initial evaluation will take place at Physiotherapy 

Department of the University of Seville. This initial assessment is constituted by:  

- Dizziness Handicap Inventory (DHI): is a self-assessment questionnaire of 25 

items. The aim of DHI is to evaluate the impact of dizziness on the quality of life. 

Higher scores of the questionnaire means more impact of dizziness in quality of 

life.  

- Static balance will be evaluated by the Biodex Balance System. The mentioned 

balance system allows registration of the location of the centre of pressure. 

- The Berg Balance Scale (BBS) is the selected instrument to measure dynamic 

balance. BBS is constituted by 14-items, each ranging from 0 (cannot perform) to 

4 (normal performance), where higher values indicate better dynamic balance. 

- Modified Fatigue Impact Scale (MFIS): self-reported questionnaire that evaluates 

the perceived impact of fatigue in MS patients. This scale is composed of 21-items 

which assess fatigue impact in three different domains. 

- Multiple Sclerosis Quality of Life Scale 54 (MSQoL-54): This is a 54-item 

questionnaire distributed into 12 multi-item scales. The overall score range is from 

0 to 100 scales. Higher values indicate better quality of life 

Once the baseline assessment ends, vestibular rehabilitation will be administered by a 

qualified physical therapist.  

During sessions, physical therapist will be near to you to avoid possible falls. If any falls 

or another adverse event occurs during session it will be register by the therapist. To 

assess the possible appearance of Cybersicknes (nausea, dizziness, vomitus due to the 

VRi) Simulator Sickness Questionnaire will be provided to you by the therapist.  

- Simulator Sickness Questionnaire (SSQ): The SSQ consists of a 16-item 

questionnaire divided into 3 categories: nausea, oculomotor and disorientation. 

Scores ranging between 10 and 15 mean significant symptoms, and above 20 

indicates a simulator problem. 
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- Rating-of-Fatigue Scale (ROF): It is employed to quantify fatigue during the 

performance of exercise. This scale is a visual analogue rating scale ranging from 

0 (non-fatigue) to 10 (totally fatigued/exhausted).  

Once the intervention ends you will return to the University of Seville for a post-

intervention revaluation in which same test and questionnaires will be provided to you. 

Only System Usability Scale will be new in the evaluation process. 

- System Usability Scale (SUS): SUS is a 10-item questionnaire in which 

participants consider their perception of the VR device usability using a 5 -point 

Likert scale, where 0 means strongly disagree and 5 means strongly agree. The 

overall score can range from 0 to 100. 

Also, a semi-structured interview will be carried out individually after the end of 

intervention to know main perception and impression experienced by participants during 

the experimental training. 

A reassessment 3 and 6 month after the end of the intervention will be carried out at the 

University.  

D. Study design 

This study is a randomised control clinical trial in which is compared two different 

interventions each one in a defined group. The participants’ allocation will be randomised 

into experimental group and control group. Evaluators will be blinded to intervention and 

group assignation; this is known as single-blind. Both groups will receive a total of 20 

session based on gold standard protocol of Cawthorne-Cooksey. Is necessary to compare 

an immersive virtual reality intervention (VRi) to Cawthorne-Cooksey to know the real 

effects and possible benefits associated to virtual reality.  Specialist vestibular physical 

therapist will monitor and supervise sessions.   

- Control group intervention: Gradual exposition to vestibular exercises will be 

provided by 10 initial session and 10 advanced. Each session will last 50 minutes 

with 5 minutes of rest at the middle of the session. Session will be performed 3 

times per week along 7 weeks. Vestibular exercises will be the same in both 

groups based on the conventional Cawthorne-Cooksey vestibular training.  

- Experimental group: Same frequency and duration of intervention will be carried 

out in the experimental group. Also, vestibular exercises based on Cawthorne-

Cooksey will be the same in both groups. The main difference in the experimental 

groups consist of the performance of exercises through the Oculus Quest system. 

Oculus Quest is a head mounted display through you can interact with a virtual 

reality environment. Exercises will be adapted to be execute in the virtual 

environment provided by exergames called: First Steps, Beat Saber and Sport 

Scrambles. Exergames can be defined as the videogame which allows to 

reproduce immediately external actions of the subject to the virtual world. 

. 

E. Duration 
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The study starts at baseline assessment followed by administration of 20 session along 7 

weeks. Once the intervention ends: DHI, Biodex Balance System, BBS, MFIS, MSQoL-

54 VDAL, and SUS will be assessed and filled once more to examine the possible changes 

of outcomes. Reassessment will be made 3 and 6 months after the end of intervention. 

We will ask you to meet you at the University, 4 times in total owe to the evaluation 

process. Your participation in the research take place over 9 months in total. 

F. Benefits 

After the experimental intervention dizziness, balance, fatigue, and quality of life may 

improve or be resolved.  

Risks 

The participation on this study may involve the following risk: 

- Possible apparition of pain in extremities derived from the physical exercise 

- Slight possibility of transient nausea or dizziness 

- Appearance of cybersickness during the performance of exercises through 

Oculus Quest. 

- Possible falls. To reduce this possibility your participation will be supervised by 

the physical therapist.  

 

G. Reminders and responsibilities 

 

- Notify the research team if you wish to leave the study 

- Follow the instructions given by investigators to achieve homogeneous course of 

the intervention 

- Ask investigators if you any doubt or you do not understand something 

- Tell investigators if you experience health changes during the research 

 

H. Confidentiality 

The information collect from the study will be kept confidential. Considering to data 

protection law you can modified or deny the access to them getting in touch to the 

principal investigator. Your personal data (name, age, address…) will be registered in a 
database in the Spanish Data Protection Agency. All your data will be codified by a 

number (in step of your name for example) known only by researchers.  The research team 

is the only one authorized to manage your personal data through a confidential password. 

Your data will not be disclosed to third parties without your consent. 

I. Sharing the results 

Results from the study will be share in Scientifics conference or meetings. Furthermore, 

the study results will be disseminated via publication in peer-reviewed scientific journals. 

Private or confidential information will not be published or shared. 

J. Conflict of interest 
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Authors of this paper declared no potential conflicts of interest respect to the research. 

The research team only is interested in completing this study. The investigators interest 

should not affect your consideration for participating. 

K. Right to Refuse or Withdraw 

This is a reconfirmation that you are completely free to accept or decline the offer to 

participate in this study. Also, you are entirely free to leave the research at any point 

without giving reasons.  

L. Questions about the study 

If you have any questions or doubts about the research (before, during or after the study) 

or you would like to speak to the research team, please contact to the main investigator: 

physical therapist Cristina García (+34) 954 55 14 71. 

 

Part II: Certificate of Consent 

I have read the foregoing information, or it has been read to me. After reading the 

information sheet any question I had have been answered to my satisfaction. I understand 

that I am entirely free to leave the study at any moment after informing the principal 

investigator. I promised to follow the team research indications as much as possible.  I 

know the possible benefits or risk derived from the experimental intervention. A signed 

and dated copy of the informed consent form will be given to me. I agree voluntarily to 

participate as a participant in the research titled: Feasibility of an immersive virtual 

reality-based vestibular rehabilitation program for dizziness, balance, and fatigue 

improvement in people with multiple sclerosis: pilot randomised controlled study 

 

Patient signature: __________   Date: __________ 

 

I have provided a detailed information of the study to the participant including the 

possible benefits and risks. I have witnessed the accurate reading of the consent form to 

the potential participant. I have answered all doubts of the participant related to the 

research. I confirm that the individual has given consent freely. 

 

Investigator signature: ___________  Date: __________ 

 

 

Decline participation 

 

I have read the foregoing information, or it has been read to me. After reading the 

information sheet any question I had have been answered to my satisfaction. I understand 
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that I am entirely free to leave the study at any moment after informing the principal 

investigator. Although, I refuse to participate in the research proposed in this informed 

consent form. 

Patient signature: __________   Date: __________ 
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