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Date :  September 18th 2019 
 
Version : 2 (translate in English) 
 

Redaction : Anne-Violette Bruyneel (Sponsor-Investigator) 
 
 

 

Information for patients 
 
Title 
 
Acronym : Hemi’Danse. 
 
Full official title: 
Dance After a Stroke to Restore Pleasure in Physical Activity to Improve Cognitive and Motor 
Functions, Quality of Life and Well-being 
 
Public title : 

Dance after a stroke to regain pleasure in movement in order to improve recovery, quality 
of life and well-being. 
 
Sponsor : Geneva School of Health Sciences, HES-SO University of Applied Sciences and Arts     
Western Switzerland, physiotherapy department. 
 
Clinical correspondant (Lavigny Institution) : reffering physician.  
 
 
Dear Madam, Dear Sir, 
 
We invite you to participate in our research project that studies the effect of dance practice in 
addition to conventional rehabilitation on the recovery and quality of life of patients after a stroke.  
 
This fact sheet describes the research project. 

 
Detailed information 
 
1. Objectives 
 
This study should allow us to know if the dance practice as a complement to the usual rehabilitative 
care for patients with stroke allows : 
- to improve motor and cognitive recovery; 
- to improve quality of life and motivation to be physically active. 
The objective is also to evaluate the satisfaction of the participants of this dance program and their 
participation. 
 
2. Selection of potential study participants 
Forty-eight participants will be involved in this project. 
Participation is open to all people who suffer from hemiparesia (motor and sensitivity disorders of 
one half of the body) after a stroke episode and who, in addition, are between 45 and 80 years old, 
male or female, have medical stability, sufficient capacity to understand the instructions of the tests, 
a stable balance to perform the tests and dance classes, and an ability to make a moderate effort 
for a period of 60 minutes. 
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It is, however, closed to people with significant medical complications, major uncorrectable hearing 
problems and when there are previous pathologies affecting balance, motor capacities and 
cognition. Following the initial clinical tests, we may also be led to exclude people who would have 
difficulty performing the tests throughout the entire procedure.   
 
3. General information on the study 
▪ This study, carried out in Switzerland, will have a total duration of 24 months. Forty-eight 

participants with hemiplegia will be included in the sub-acute phase (the stroke must be less than 
3 months old). The participants will be recruited at the Institution of Lavigny. 

▪ All patients included in the study will have the same testing procedure (2 baseline tests and 2 
follow-up tests). 

▪ Individuals who meet the inclusion criteria and who have signed the informed consent will be 
invited to come to two sessions spaced 24 to 48 hours apart to test their balance, motor 
capacities, functional level, cognition and motivation for physical activity.  

▪ For the study duration, all patients will have the usual care after a stroke. Half of the participants 
will also have a weekly dance class with a physiotherapist-dance teacher. Participation in the 
dance course will be determined by a random process.  

▪ Two follow-up tests will be conducted: the first at 4 weeks and the second at 6 weeks.  
▪ The 4 test sessions duration is between 1 and 2 hours, including rest periods.  
▪ The total duration of the follow-up is 6 weeks per participant.  
▪ Participants who express the wish to do so can receive their results on an individual basis. 
▪ We are conducting this study in accordance with the Swiss legislation. In addition, we follow all 

internationally recognized guidelines. The competent cantonal ethics commission has monitored 
and authorised the study. 

▪ A description of the study can also be found on the website of the Federal Office of Public Health: 
www.kofam.ch. 

 
4. Procedure for the participants 

 
- You will undergo a clinical examination during which we will measure your orientation, 
memory, attention and language capacities (all in one test) as well as your ability to remain seated 
during 30 seconds. These 2 tests, lasting a maximum of 10 minutes, allow us to evaluate your ability 
to carry out the measurements over the entire study. 
 
If you are included in the study: 

- You will have two successive appointments to check your clinical stability, with 24 to 48 hours 
of rest in between. These tests will evaluate your motor capacities, balance, coordination, 
muscular strength and daily activities. Four questionnaires/scales will also be applied to 
assess your confidence in balance, cognition, quality of life and motivation for physical 
activity. The first appointment will last 1 hour and 50 minutes, including 20 minutes of rest. 
The second appointment is 60 minutes in length. These tests do not include any invasive 
examination.  

- Following this phase, you will either have the usual rehabilitation care or you will have the 
same care, but with the addition of a weekly dance class for 6 weeks. The dance classes do 
not require previous dance practice. Dance is a very adaptable practice for all levels because 
it can be practised in a sitting or standing position. A physiotherapist-dance teacher will give 
the classes in small groups. 

- After 4 weeks and 6 weeks, the same tests will be performed. The examination at 4 weeks 
lasts 1h30 and the examination at 6 weeks lasts 1h55, including rest periods. During these 
exams, for the participants of the dance classes, the satisfaction related to this activity will 
be evaluated by questionnaire.  

- Throughout the tests and dance classes, fatigue and pain will be rated from 0 to 10 to make 
sure everything is going well for you. 
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Test schedule and durations : 
  

Step Test Duration Total 

Clinical 
examination 

Cognitive test (MMSE) 10 minutes 10 minutes 

Sitting balance 30s 

First 
appointement 

Motor, gait, trunk function, neglect tests 20 minutes 1h50 minutes 

Rest 10 minutes 

Balance, coordination, muscular strength, functional independence tests 50 minutes 

Rest 10 minutes 

Cognition scale 20 minutes 

Quality of life scale 

Motivation scale for physical activity in health context 

Second 
appointement 

Balance, coordination, muscular strength, functional independence tests 45 minutes 55 minutes 

Cognition scale 10 minutes 

Follow-up four 
weeks 

Balance, coordination, muscular strength, functional independence tests 45 minutes 1h05 minutes 

Rest 10 minutes 

Balance confidence scale 10 minutes 

Motivation scale for physical activity in health context 

Follow-up six 
weeks 

Motor, gait, trunk function, neglect tests 20 minutes 1h55 

Rest 10 minutes 

Balance, coordination, muscular strength, functional independence tests 50 minutes 

Rest 10 minutes 

Cognition scale 25 minutes 

Quality of life scale 

Motivation scale for physical activity in health context 

Dance practice satisfaction 

We may have to exclude you from the study before the scheduled term. This may happen if you are 
unable to perform the tests (difficulties in understanding, excessive fatigue, difficulty concentrating).  
In this case, we will offer you a final examination for your own safety. 
Your medical doctor responsible for your rehabilitation at the Lavigny Institution will be informed of 
your participation in the study. 
 
5. Benefits for participants 
 
If you participate in the study, it may eventually bring you : 
- Additional information on your evolution;  
- An experience / discovery of a different therapeutic activity. 
The results of the study could prove important later for people who will be affected by the same 
disease as you. Indeed, dance is an activity that has shown very interesting results in other chronic 
conditions but has not yet been studied in the stroke context. If the results prove to be beneficial, 
dance can be developed and offered as a complement to rehabilitation to vary the treatment and 
help patients to move more easily despite their difficulties.   
 
6. Right of participants 
Your participation is entirely free. If you choose not to participate or if you choose to participate and 
reconsider your decision during the study, you will not have to justify your refusal. This will not 
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change your usual medical care. You can ask any questions about the study at any time. Please 
contact the person listed at the end of this information sheet. 
 
7. Obligations of participants 
As a participant in the study, you will be required to:  

- Follow your investigator's instructions and to comply with the study plan (follow the 
instructions that will be given to you for each test and respect the rest periods and follow the 
instructions in the dance class); 

- Inform your investigator about the course of the disease and report any new symptoms, 
disorders and changes in your condition (during the day and during each test). 
 

8. Risks and constraints for participants 
- This study carries the same risks as those associated with usual rehabilitation after stroke (e.g. 
fatigue, imbalance, falls); 
- The strength measurements we are performing during this study may cause fatigue of the 
quadriceps muscles (therefore, it is not impossible that these tests will cause you temporary 
muscle soreness); 
- Dance classes may generate fatigue, and we cannot exclude temporary fatigue and pain; 
- We can't rule out other as yet unknown risks. 
 
9. Other treatment options 
You are not required to participate in the study. If you decide not to take part in this study, your 
usual treatment will continue under normal conditions of service with the same professionalism and 
attention to take care of you in the best possible way. 
 
10. Findings during the study 
The investigator will notify you during the study of any new findings that may affect the benefits of 
the study or your safety, and thus your consent to participate. You will be informed orally and in 
writing.  
If you do not wish to be informed ("right not to know"), please tell the person in charge of the study. 
 
11. Confidentiality of the data and sample 
For the purposes of the study, we will record your personal and medical data. Only a limited number 
of people may access your data in an unencrypted form and exclusively in order to be able to carry 
out tasks necessary for the project. 
 
Data collected for research purposes are coded at the time of collection. Coding means that all data 
that can identify you (e.g. name, date of birth, etc.) is replaced by a code (coding complies with 
swissethics recommendations). The code remains permanently within the institution / hospital. 
People who do not know this code cannot link this data to you.  
 
In the case of a publication, the aggregated data is therefore not attributable to you as a person. 
Your name will never appear on the Internet or in a publication. Sometimes scientific journals require 
the transmission of individual data (raw data). If individual data is to be transmitted, it is always coded 
and therefore does not allow you to be identified as a person.  
 
All persons involved in the study in any way whatsoever are bound by professional secrecy. All data 
protection guidelines are complied with and you have the right to access your data at any time. 
 
All data and documents (paper and electronic on password-protected external hard disk) will be 
archived and stored securely in a locked cabinet in the principal investigator's office (address: rue 
des Caroubiers 25, 1227 Carouge, 2nd floor, room 204) for a period of 10 years. 
 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2020-037039:e037039. 10 2020;BMJ Open, et al. Morice E



 

Dr Anne-Violette Bruyneel 

Principal investigator 

 

 

 v2, 18.09.2019 page 5/7 
OClin 

During the study, the study may be subject to inspections. These may be carried out by the ethics 
commission that has taken charge of its initial control and authorized it or by the body that initiated 
it. The investigator may have to disclose your personal and medical data for the purposes of these 
inspections. 
 
In the event of damage, an insurance representative may also need to consult your data. All 
persons are bound by professional secrecy. 
It is possible that the medical doctor in charge of your medical follow-up may be contacted about 
your state of health. 
 
12. Withdrawal from study 
You can withdraw from the study at any time if you wish. The medical data collected so far will still 
be analysed, so as not to compromise the value of the study as a whole.  
After the analysis we will make your data anonymous, by permanently erasing the code linking it to 
your person. After that, no one will be able to know that this data and material is yours. 

 
13. Participants compensation 
If you take part in this study, you will not receive any compensation for doing so. As you will be in 
hospital, no transportation costs are expected.  
Your participation will have no financial consequences for you or your health insurance. 
Your usual check-up and rehabilitation will be covered by your health insurance, while additional 
tests (recovery assessment, functional tests, balance, muscle strength, coordination, quality of life, 
satisfaction, cognition and motivation scales) and dance classes will be covered by the study 
sponsor. 
 
14. Repair of damage 
The Lavigny Institution is liable for any damage you may suffer in connection with the substance 
under study or with research activities (e.g. examinations). The conditions and procedure are set 
by law. If you have suffered damage, please contact the study investigator indicated below. 
 
15. Financing of the study 
The study is mainly financed by the Geneva University of Health (two thirds of the funding) and by 
the contribution of a generous sponsor advised by CARIGEST SA.    
 
16. Contact person(s) 
If you have any doubts, fears or emergencies during or after the study, you can contact one of the 
following contacts at any time: 
 
Investigator : 
Anne-Violette Bruyneel 
Professeure assistante HES, filière physiothérapie 
Rue des Caroubiers 25 
CH – 1227 Carouge 
Tél : +41 22 388 34 94 (direct).  
anne-violette.bruyneel@hesge.ch 
 
Clinical collaborator: 
Emmanuel Morice 
Institution de Lavigny 
Rte du Vignoble 60 
CH - 1175 Lavigny 
Tél:  +41  78  713  76 50 
Emmanuel.morice@ilavigny.ch  
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Consent Statement 
______________________________________ 
Written statement of consent for participation in a research project 
Please read this form carefully. Do not hesitate to ask questions if you do not understand 
something or if you need clarification. 
 
BASEC number: 
 

2019-01467 

Study title : 
 

Dance After a Stroke to Restore Pleasure in 
Physical Activity to Improve Cognitive and Motor 
Functions, Quality of Life and Well-being 

Sponsor : 
 

Haute Ecole de Santé de Genève 
Avenue de Champel 47 
1206 Genève 
 

Location of the study: Institution de Lavigny 
Rte du Vignoble 60 
CH - 1175 Lavigny 

Sponsor-Investigator:  ANNE-VIOLETTE BRUYNEEL 

Participant : 
(first and second names in block letters) : 
Date of birth : 

 
 
 

 woman  men 

▪  I declare that I have been informed, orally and in writing, by the investigator in charge of this 
undersigned study, of the objectives and the conduct of the study as well as the presumed 
effects, advantages, possible disadvantages and possible risks. 

▪ I am participating in this study on a voluntary basis and accept the contents of the fact sheet 
provided to me on the above-mentioned study. I have had sufficient time to make my decision. 

▪ I received satisfactory answers to the questions I asked in relation to my participation in the 
study. I retain the information sheet and receive a copy of my written consent statement.  

▪ I agree that my medical doctor referent may be informed of my participation in the study. 
▪ I accept that the competent specialists of the study sponsor, of the competent Ethics 

Commission, may consult my raw data in order to carry out checks, provided that the 
confidentiality of these data is strictly guaranteed. 

▪ I am aware that my personal data may be transmitted for research purposes within the scope 
of this project only and in encrypted form.  

▪ I may, at any time and without having to justify myself, revoke my consent to participate in the 
study, without this having an adverse effect on my further treatment. However, the medical 
data that have been collected so far will be analysed. 

▪ I am informed that the civil liability of the hospital/institution covers any damage I may suffer as 
a result of the project.  

▪ I am aware that the obligations outlined in the Participant Information Sheet must be adhered 
to for the duration of the study. The study management may exclude me from the study at any 
time in the interest of my health. 

 
Location, date Participant’s signature 
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Investigator's statement: I hereby certify that I have explained to the participant the nature, 
importance and scope of the study. I declare that I meet all obligations in relation to this project in 
accordance with applicable law. Should I become aware, at any time during the project, of any 
elements that could affect the participant's consent to take part in the project, I undertake to inform 
him/her immediately. 
 

Location, date First and second names Name and surname of the 
investigator providing information to participants in block 
letters. 
 
 
Investigator signature : 
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