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The management of pain and anxiety, using virtual reality, during the care of elderly hospitalized patients : Study protocol for a randomized controlled trial
Internal Code : N° id RCB  2023-A00556-39 - N°  22-PP-23
Case Report Form (CRF)

Patient id. (or patient code): |__|__| 

Patient initials: |__| - |__| 

(1st letter of last name – 1st letter of first name) 
	Sponsor:  
	CHU de Nice

DRCI – Hôpital de Cimiez


 

4, avenue Reine Victoria - BP 1179  - 06003 Nice
(  : 04 92 03 40 11      ( : 04 92 03 40 75
@ : drc@chu-nice.fr

	Coordinating Investigator: 

	Pr. Olivier Guerin
Pôle Réhabilitation Autonomie et Vieillissement

Hôpital de Cimiez

(  :  04 92 03 41 94     ( : 04 92 03 22 48

@ : guerin.o@chu-nice.fr

	Associate Investigator: 

	Ms Camille Corbel
Doctorante en Psychologie – Psychologue

Laboratoire Lapcos, Campus Saint Jean d’Angely,

3 boulevard François Mitterand 06357 Nice  
( : 06.51.68.18.31

@ : camille.corbel@univ-cotedazur.fr


    Date of visits 
|__|__| / |__|__| / |__|__|__|__|  

VO
     Information visit

|__|__| / |__|__| / |__|__|__|__| 

V1 
     Inclusion visit 
|__|__| / |__|__| / |__|__|__|__| 

V2
     Intervention visit 
Participant timeline :

	
	V0 - Information 
	V1 - Inclusion
	V2 - Intervention

(control, VREP ou VRNP) 

	Information and presentation of the study*
	X
	
	

	Signature of informed consent
	
	X
	

	Verification of inclusion and non-inclusion criteria
	
	X
	

	Collection of demographic and medical data
	
	X
	

	Randomization
	
	X
	

	Presentation and test of the VR headset**
	
	X
	

	Choice of personalized virtual environment**
	
	X
	

	Care 
	
	
	X

	Physiological measurements (oximeter)
	
	
	X

	Questionnaires (Visual Analog Scale, HAD Scale) before and after care ; Algo + during the care 
	
	
	X


*a maximum 7-day period will be given to the patient

**for patients randomized in the VREP and VRNP groups

INSTRUCTIONS TO COMPLETE THE CASE REPORT FORM 
1-GENERALITIES: 
§ 
Write in the designated space.  
Write in capitals. 
Use a black ballpoint pen. 
Do not use abbreviations. 
Complete the header on each page.  
2-BOXES: 
Open boxes (|__|__|__|): enter only one character per box. Closed boxes: check the corresponding answer  
[image: image1] 
Numeric values: 
· Align the numerical values to the right 
· Do not leave boxes empty, enter zero. E.g.: Incorrect: |_2_|_1_|__| 
Correct: |_0_|_2_|_1_| § 
Dates: write dates in the day/month/year format (dd/mm/yyyy). 
3-ERRORS: 
In the event of an error, cross out the erroneous information with a single line so that it remains visible. Note the correction next to it, report, and date. Do not use correction fluid.  
4-END OF STUDY: 
When the patient’s participation ends, whether at the end of the study or prematurely, complete the end-of-study  sheet. 
· The end-of-study date: 
It is the date of the last information collected as part of the study. No review related to the study, administration of the  treatment under study, or data collection will be carried out after that date. The end-of-study date may be the date of the last  visit or the date of the last information collected as part of the visit.  
· Early exit: 
If the patient leaves the study before the end of the study, please specify the reason for this premature exit. If in  doubt do not hesitate to contact the sponsor CRA (Clinical Research Associate) or the coordinating investigator.  Premature exit by the patient: the patient may decide at any time to interrupt his or her participation in the  study (refusal to continue / withdrawal of consent). All the data collected until the exit will be collected and analyzed  (Jardé Law – Article L.1121-1-of the CSP, November 18, 2016 version).  
5 - CONTACT : 
If any problems arise when filling out the CRF, please contact the sponsor (contact details mentioned on page 1).  
INFORMATION VISIT V0
Date : |__|__| - |__|__| - |__|__|__|__| (DD-MM-YYYY)
Eligibility criteria
	CRITERIA FOR INCLUSION
	YES
	NO

	1. Age > 60 years old
	(
	(

	2. Male or Female
	(
	(

	5. Patient requiring painful care (e.g.: bedsore, wound, ulcer...)
	(
	(

	6. Subject affiliated to the Social Security
	(
	(


If one or more "NO" boxes are checked, the patient is not included in the study
	CRITERIA FOR NON-INCLUSION
	Oui
	Non

	1. Presence of visual and auditory disorders contraindicating the use of a VR headset
	(
	(

	2. Unstabilized epilepsy
	(
	(

	3. Acute psychiatric disorders
	(
	(


If one or more "YES" boxes are checked, the patient is not included in the study
Is the patient included in the study?
( Yes
( No

If No, specify the reason: …………………………………………………………………

Comment : ………………………………………………………………………………
PATIENT INFORMATION GIVEN   
INCLUSION VISIT V1
Date : |__|__| - |__|__| - |__|__|__|__| (DD-MM-YYYY)
obtaining informed consent
I certify that I have obtained the free and informed consent of the patient on 
|__|__|-|__|__|-|__|__|__|__| before any procedure.

Name of investigator :  ________________________________________

Investigator's Signature :
DémographY
Date of birth : 
|__|__|-|__|__|__|__| (MM/YYYY)
Age : |__|__| years old
Sex : 

( Male
( Female
CLINICAL EXAMINATION
· weight :
|__|__|__|,|__| kg
· size :
|__|__|__| cm
· General clinical examination: ( Normal
( Abnormal

( if Abnormal, specify : ………………………………………………..
Histoiry Of disease
· Date of onset of pathology:
|__|__|-|__|__|-|__|__|__|__| (DD-MM-YYYY)
· Type of pathology :
· Care provided : 
ANTECEDENTS MEDICAUX et PathologieS ASSOCIEES
Does the patient have a history (medical and/or surgical) and/or associated pathologies?

( Yes
( No
( If yes, please complete the table below
	Name
	Still ongoing

	…………………………………………….
	( Yes
( No

	…………………………………………….
	( Yes
( No


PREVIOUS TREATMENTS / CURRENT TREATMENTS....
- Are there any concomitant treatments in progress?

( if yes, fill in the CONCOMING TREATMENTS form at the end of the CRF

SPECIFIC TESTS
· MMSE :
|__|__|/|__|__| 

randomiZation 

STUDY GROUP :           |__________________________|  
(control, VREP ou VRNP)
PERSONALIZATION OF THE VIRTUAL ENVIRONMENT
PERSONALIZED ENVIRONMENT : ____________________________________________

NON-PERSONALIZED ENVIRONMENT: _______________________________________
INTERVENTION VISIT V2
Date : |__|__| - |__|__| - |__|__|__|__| (DD-MM-YYYY) 
STUDY GROUP : |________________________|
	SCALE

	Before the care
	During the care 
	After the care

	Pain – (EVA)
	___ /10
	
	___ /10

	Pain – (Algo +)


	
	___ /5
	

	Anxiety – (EVA)
	___ /10
	
	___ /10

	Anxiety – (HAD)


	___ /7


	
	___ /7


OXIMETER SET-UP :
BEFORE THE CARE : |__|__| h |__|__| mn

STOP AFTER THE cARE : |__|__| h |__|__| mn

Observations (example: the subject has talked a lot, moves around, sign of discomfort…) : 

END OF STUDY FORM
Date (DD-MM-YYYY) :
|__|__| - |__|__| - |__|__|__|__|

(date of last study information collected: no study-related examinations, administration of study treatment, or data collection will be done after this date)

Study followed to its end : 
( Yes
( No


If « No » :

Reason for premature discontinuation:

[Add the possible exclusion criteria in the list below:]


( Adverse event or serious adverse event requiring study discontinuation (to be specified below)

( Refusal to proceed/withdrawal of patient consent

( Patient lost to follow-up

( Investigator's or sponsor's decision (to be specified below)

( Death (to be specified below) : date |__|__| - |__|__| - |__|__|__|__|


( Other (to be specified below)

Precise reason for premature termination:

…………………………………………………………………………………………………..

…………………………………………………………………………………………………..


Date of last visit made (DD-MM-YYYY) :
|__|__| - |__|__| - |__|__|__|__|


Attention date to be filled only in case of premature stop
Protocol deviation:
( Yes
( No
( If Yes, specify :……………………………………………………………………………
General comment :

…………………………………………………………………………………………………………….

…………………………………………………………………………………………………………….
Signature of the investigator
Coordinating center 	Delegation for Clinical 


Research and Innovation
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