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SUBMISSION DATE (SCIENTIFIC BOARD DATE DD/MM/YYY):

[bookmark: _GoBack]
NAME OF THE STUDY/PROJECT:

PROJECT TITLE IN ENGLISH:



SPONSOR: 	|_| ACADEMIC				|_| PHARMA INDUSTRY
NAME AND LOCATION:


	PROJECT COORDINATOR

	Title                                                                                    
	Ph. D  |_|	Dr. |_|	Mr. |_|	Mrs. |_|  

	Name
	

	First Name
	

	Address
	



	E-mail
	

	Phone number
	

	Fax
	

	Host research laboratory
	





	EXPECTED START  DATE
	

	EXPECTED END DATE
	



	TYPE OF STUDY  :
	

	|_|  OBSERVATIONAL
	|_|  INTERVENTIONAL



KEYWORDS (5):



TYPE OF REQUESTED DATA (PLEASE COMPLETE IN APPENDIX2 THE LIST OF OFSEP AVAILABLE DATA)

 |_|  CLINICAL DATA 	|_|  MRI DATA 	 |_|  BIOLOGICAL SAMPLES


DOES THE PROJECT REQUIRE DATA FROM MULTIPLE CENTRES              
|_|  YES		   |_|  NO 	|_|  ?

HAS THE PROJECT BEEN SUBMITTED TO REGULATORY AUTHORITIES IN PLACE?             
|_|  YES		   |_|  NO  	|_|  N/A
If yes, which one:



PROJECT SUMMARY (20 LINES)

CONTEXT

OBJECTIVES

METHODOLOGY

STATISTICAL ANALYSIS

EXPECTED RESULTS



PROTOCOL (10 PAGES MAXIMUM) – PLEASE, COMPLETE EACH OF FOLLOWING SECTIONS

1. CONTEXT (1 PAGE MAXIMUM)


2. OBJECTIVES (PRIMARY AND SECONDARY OBJECTIVES)


3. METHODS
3.1 STUDY DESIGN

	3.2 STUDY POPULATION
		3.2.1 INCLUSION CRITERIA

		3.2.2 EXCLUSION CRITERIA

		3.2.3 PERIOD/DURATION OF FOLLOW-UP

	3.3 PRIMARY OUTCOMES

	3.4 SECONDARY OUTCOMES

	3.5 STUDY CONDUCT		
		3.5.1 CLINICAL PARAMETERS TO BE COLLECTED

		3.5.2 MRI PARAMETERS


		3.5.3 NUMBER AND CHARACTERISTICS OF REQUESTED BIOLOGICAL SAMPLES (IF NEEDED)

		3.5.4 COLLECTION OF MISSING DATA, MANAGEMENT OF LOST TO FOLLOW UP PATIENTS

	3.6 ADDITIONAL DATA REQUIRED (NOT INCLUDED IN THE MINIMUM SHEET)


4. DATA PROCESS
	4.1 IN CASE OF EXTRACTION (5 LINES MINIMUM)
	
	4.2 IN CASE OF COLLECTION OF ADDITIONAL DATA (20 LINES MINIMUM)
		4.2.1 WHO COLLECTS, WHAT AND HOW (FIELD ASPECT)?
		
		4.2.2 SET UP AND MANAGEMENT THE DATABASE TO BE IMPLEMENTED (DATA ASPECT)


5. STATISTICAL ANALYSIS (10 LINES MINIMUM)
	5.1 STATISTICAL METHOD

	5.2 CALCULATION OF THE REQUIRED SUBJECTS NUMBER

	5.3 MISSING DATA MANAGEMENT



6. EXPECTED RESULTS (10 LINES MINIMUM)



PLEASE PROVIDE OTHER USEFUL DOCUMENTS, FOR EXAMPLE:
	 CRF (CASE REPORT FORMS)
	 USER’S GUIDES
	 ENDORSEMENT LETTERS
	 ETC.

WILL OTHER ORGANIZATIONS PARTICIPATE TO THIS PROJECT?              
|_|  YES		   |_|  NO

IF YES, NAME OF OTHER ORGANIZATIONS AND INVESTIGATORS:

PROJECT BUDGET:

	
	NAME OF PARTNER 1
	
	

	STATUS OF PERSONNEL AND TIME ALLOCATED

	
	
	

	EQUIPMENT

	
	
	

	CONSUMABLES

	
	
	

	TRAVELS

	
	
	

	OTHER

	
	
	



DO YOU NEED SUPPORT FROM THE OFSEP NATIONAL COORDINATION CENTER? 
DATA MANAGEMENT		|_|  
STATISTICAL ANALYSIS	|_|  
PROJECT MANAGEMENT	|_|  
Other				|_|  
………………………………

APPENDIX 1

	 FOR OFSEP USAGE ONLY (DO NOT FILL):
	

	DATE DE PRISE EN COMPTE DU DOSSIER :
	|___|  |___|  |_________|

	APPROBATION PAR LE COMITÉ SCIENTIFIQUE :
	|_|  OUI	|_|  NON	|_|  NA

	APPROBATION PAR LE CENTRE DE COORDINATION :
	|_|  OUI	|_|  NON	|_|  NA

	APPROBATION PAR LE COMITÉ DE PILOTAGE :
	|_|  OUI	|_|  NON	|_|  NA

	AUTORISATION CNIL :
	|_|  OUI	|_|  NON	|_|  NA

	
	DATE :

	APPROBATION COMITÉ D’ÉTHIQUE (CPP, AUTRE)
	|_|  OUI	|_|  NON	|_|  NA

	NOM :
	DATE :



	 FOR OFSEP USAGE ONLY, DO NOT FILL : 
   STATUT DE L’ÉTUDE :

	|_|  A VENIR
	|_|  INCLUSIONS TERMINÉES
	OU :

	|_|  INCLUSIONS EN COURS
	|_|  ETUDE CLÔTURÉE
	|_|  COHORTE OUVERTE







APPENDIX 2 – LIST OF REQUESTED VARIABLES AND BIOLOGICAL SAMPLE FROM OFSEP DATABASE AND BIOLOGICAL COLLECTION

Clinical data
	Tables
	Description
	Data from the minimal form
	Put« 1 » if data requested

	perso
	Basic personnel data (center, sex, birth date, date of first exam in the service, Devic disease, stating date of disease, age at start of the disease, date of death)
	x
	

	perso
	Department of country   birthplace
	x
	

	perso
	Department and country of residence
	x
	

	socioeco
	Education level and domestic situation
	x
	

	perso
	Number of children
	x
	

	sbshpchild
	Sex and birth date of children
	
	

	perso
	History of cancer
	x
	

	perso
	Family history of MS
	x
	

	sbshpchild
	Siblings sex and birth date 
	
	

	episod
	Neurological episodes: basic data (date and type)
	x
	

	episod
	Neurological episodes semiology
	x
	

	episod
	Corticosteroid treatment during neurological episodes
	x
	

	perso
	Permanent disability
	x
	

	clinic
	Clinical evaluations (date, form, disability score)
	x
	

	csf
	Paraclinical evaluations:  CSF (ig G index, oligoclonal bands)
	x
	

	csf
	Paraclinical evaluations:  CSF(date, presence of blood, numeration, cytology, biochemistry)
	
	

	mri
	Paraclinical evaluations: MRI (T1/Gado, T2/PD/FLAIR, number of lesions, comparison with previous MRI, diagnostic criteria)
	x
	

	mri
	Paraclinical evaluations: MRI (Hyposignal T1)
	
	

	diag
	Diagnostic : basic data (Poser and McDonald 2010 criteria, disease form, disease start date, date of progression) 
	x
	

	diag
	Diagnostic : details of dissemination criteria in time and space 
	x
	

	tdm
	Background therapies : basic data (synthetic dates, treatments, reason for stopping)
	x
	

	posology
	Background therapies: additional data (dates, dosage)
	x
	

	protocols
	Therapeutic protocols
	
	

	trtother
	Relapses treatment
	
	

	trtother
	Symptomatic treatments
	
	

	trtother
	Other diseases treatments
	
	

	patientdss
	Patient diseases (description, starting date, evolution)
	
	

	ae
	Adverse events (description, starting date, evolution)
	
	

	aedetails
	Adverse events (details of events)
	
	

	familydss
	Family members diseases(description)
	
	

	exams
	Exams (blood count, infection, inflammation, etc.)
	
	

	cardiacm
	Cardiac monitoring
	
	

	studies
	Inclusion in studies
	
	

	Please list other variables  required  for the project 






Biological samples
	Description
	Write1 if a sample is requested
	Quantity

	Serum
	
	

	Plasma EDTA
	
	

	DNA
	
	

	Peripheral blood  mononuclear cells (PBMC)
	
	

	Urine
	
	

	Liquid Cerebrospinal Fluid (LCS)
	
	

	Cells from Liquid Cerebrospinal Fluid 
	
	

	Stools
	
	



Imaging
	Description
	Write« 1 » if a sequence is requested

	Sequences selection
 according to the MRI machine characteristics

	Machine characteristics

	Manufacturer
	

	Model
	

	Magnetic field : 
	□1,5T          □ 3T

	Antenna
	

	Brain RMI

	3D unenhanced T1
	

	Axial DWI with ADC map
	

	Axial 2D TSE T2/PD or 3DT2
	

	3D FLAIR
	

	3D T1 with gadolinium injection
	

	DT1 ≥15 directions *
	

	2D gradient echo T2*
	

	Spinal MRI

	Sagittal T2 
	

	Sagittal T1 with gadolinium injection
	

	Axial T2 gradient echo *
	

	Axial T1*
	

	Sagittal STIR *
	

	* Optional sequences :their number depends on centers ability to acquire optional sequences
	

	Sequences selection
 regardless of the MRI machine characteristics

	Brain MRI

	3D unenhanced T1
	

	Axial DWI with ADC map
	

	Axial 2D TSE T2/PD or 3DT2
	

	3D FLAIR
	

	3D T1 with gadolinium injection
	

	DT1 ≥15 directions *
	

	2D gradient echo T2*
	

	Spinal MRI

	Sagittal T2 
	

	Sagittal T1 with gadolinium injection
	

	Axial T2 gradient echo *
	

	Axial T1* 
	

	Sagittal STIR *
	

	* Optional sequences:  their number depends on centers ability to acquire optional sequences
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