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Dans le cadre de cette mission, l’Afssaps souhaite connaitre tout projet à caractère innovant et réalise une veille innovation sur la base des publications scientifiques, demandes d’autorisations d’essais cliniques, congrès etc. 

Si vous le souhaitez, principalement si vous pensez que votre produit présente un réel intérêt pour la santé publique, vous pouvez participer à cette veille et nous faire parvenir une fiche de Déclaration de projet innovant  correspondant à votre produit (médicament, DM ou DM-DIV). 

Celui-ci est à faire parvenir à l’adresse suivante :

Afssaps

Stéphane Paliès, 

CIVRASP

Référent Innovation 

143 147 Bd Anatole France 

93 285 Saint Dennis Cedex 

Tel 01.55.87.43.35

Stephane.palies@afssaps.sante.fr

	MEDICAMENT

	General administrative information

	Date: 
	Company Name:
	Company Address:


	Company Website:

 FORMCHECKBOX 
No  FORMCHECKBOX 
Yes, 

if yes address
	Company Contact (name, phone, e-mail):



	General Product Information

	New Entity 

 FORMCHECKBOX 
No  FORMCHECKBOX 
 Yes
	Trade Name:
INN: 
	Internal Product Code / Name : 


	Molecular  Target / Mechanism of action :
	Current development status:

 FORMCHECKBOX 
 Preclinical

 FORMCHECKBOX 
 Phase I
 FORMCHECKBOX 
 Phase II

 FORMCHECKBOX 
 Phase III

	Product indication(s)

	Therapeutic Area: 
 FORMCHECKBOX 
 Cancer  FORMCHECKBOX 
 AIDs  FORMCHECKBOX 
 Diabetes  FORMCHECKBOX 
 Neurodeg. Disorders  FORMCHECKBOX 
 Viral diseases  FORMCHECKBOX 
 Auto-immune diseases

 FORMCHECKBOX 
 Other, specify : ______________________________
	First indication :


	Other indication(s) planned :  FORMCHECKBOX 
No  FORMCHECKBOX 
Yes, 

if yes specify :


	Type of Product 

 FORMCHECKBOX 
 Chemicals 

 FORMCHECKBOX 
 Bio(technolo)gicals : ( FORMCHECKBOX 
 Blood products  FORMCHECKBOX 
 Vaccine  FORMCHECKBOX 
 Enzyme  FORMCHECKBOX 
 Recombinant Protein  FORMCHECKBOX 
 Other)
 FORMCHECKBOX 
 Advanced therapies ( FORMCHECKBOX 
 Genes therapy  FORMCHECKBOX 
 Cell therapy  FORMCHECKBOX 
 Tissue engineering  FORMCHECKBOX 
 Combined Avanced Therapy Medical Product)

 FORMCHECKBOX 
 Other, specify :

	For advanced therapies only: confirmed by EMEA ?  FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 Planned
	EMEA Orphan drug ? 
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 Planned

	Planning

	Regulatory non clinical program
	 FORMCHECKBOX 
Not started, planned start date…………….. /  FORMCHECKBOX 
 ongoing planned end date                /  FORMCHECKBOX 
 completed

	Clinical program : First in Human
	 FORMCHECKBOX 
Not started, planned start date…………….. /  FORMCHECKBOX 
 ongoing planned end date                /  FORMCHECKBOX 
 completed

	Clinical Program : Proof of Concept
	 FORMCHECKBOX 
Not started, planned start date…………….. /  FORMCHECKBOX 
 ongoing planned end date                /  FORMCHECKBOX 
 completed

	Clinical Program : Pivotal studies
	 FORMCHECKBOX 
Not started, planned start date…………….. /  FORMCHECKBOX 
 ongoing planned end date                /  FORMCHECKBOX 
 completed

	Planned date for Market authorisation submission
	Date :

	
DEVELOPMENT

	Efficacy in animal models

	Brief description of models used and results


	Preclinical development

	GMP production
	 FORMCHECKBOX 
 Planned  FORMCHECKBOX 
Ongoing  FORMCHECKBOX 
 Done
	Comments :

	Formulation
	 FORMCHECKBOX 
 Planned  FORMCHECKBOX 
 Ongoing  FORMCHECKBOX 
 Done
	Comments :

	Non clinical program (List of studies done) 


	 FORMCHECKBOX 
Single dose toxicity   FORMCHECKBOX 
Repeated dose toxicity  FORMCHECKBOX 
 Examination of reproductive function  FORMCHECKBOX 
 Embryo/foetal and perinatal toxicity  FORMCHECKBOX 
 Mutagenic potential  FORMCHECKBOX 
 Carcinogenic potential  FORMCHECKBOX 
 Pharmacodynamics  FORMCHECKBOX 
 Pharmacokinetics  FORMCHECKBOX 
 Local tolerance
 FORMCHECKBOX 
 Others………………….
	Comments :

	Clinical Program

	Phase
	Studies planned 
	Studies ongoing
	Studies completed
	Comments

	Phase 1
	 FORMCHECKBOX 
 Pharmacodynamics  
 FORMCHECKBOX 
 Pharmacokinetics  
 FORMCHECKBOX 
 others
	 FORMCHECKBOX 
 Pharmacodynamics  
 FORMCHECKBOX 
 Pharmacokinetics  
 FORMCHECKBOX 
 others
	 FORMCHECKBOX 
 Pharmacodynamics  
 FORMCHECKBOX 
 Pharmacokinetics  

 FORMCHECKBOX 
 others
	

	Phase 2
	 FORMCHECKBOX 
 
	 FORMCHECKBOX 

	 FORMCHECKBOX 
 
	

	Phase 3
	 FORMCHECKBOX 
 
	 FORMCHECKBOX 

	 FORMCHECKBOX 
 
	


	IN VITRO DIAGNOSTIC 

	General administrative information

	Date: 
	Company Name:
	Company Address:


	Company Website:

 FORMCHECKBOX 
No  FORMCHECKBOX 
Yes, 

if yes, address
	Company Contact (name, phone, e-mail):



	General Product Information

	New concept of MD/IVD
 FORMCHECKBOX 
No  FORMCHECKBOX 
 Yes

Modification of an existing MD/IVD

 FORMCHECKBOX 
No  FORMCHECKBOX 
 Yes


	Trade Name :
	Classification of the IVD:

 FORMCHECKBOX 
 list A

 FORMCHECKBOX 
 list B

 FORMCHECKBOX 
 Device for self-testing not listed

 FORMCHECKBOX 
 Other Device


	Type of technique used  (Microarray, Immunofluorescence, Elisa…):
	Clinical Development status if applicable :

 FORMCHECKBOX 
 Preclinical

 FORMCHECKBOX 
 Clinical

Phase(s) of Development completed :
 FORMCHECKBOX 
 Proof of concept

 FORMCHECKBOX 
 Prototype

 FORMCHECKBOX 
 Feasability study



	
	Internal Product Code / Name :
	Specific platform needed ?


	Test Purposes (Heriditary risk determination, prognostic, toxicity, Pharmacogenomic…):


	

	Product indication(s)

	Therapeutic Area: 
 FORMCHECKBOX 
Anesthesiology   FORMCHECKBOX 
 Cardiovascular  FORMCHECKBOX 
 Clinical Chemistry 
 FORMCHECKBOX 
 Clinical Toxicology  FORMCHECKBOX 
 Cancerology 
 FORMCHECKBOX 
 Dental  FORMCHECKBOX 
 Ear, Nose, and Throat  FORMCHECKBOX 
 Gastroenterology  FORMCHECKBOX 
 Genomics  FORMCHECKBOX 
 General and plastic surgery  FORMCHECKBOX 
 General Hospital  FORMCHECKBOX 
 Personal use 
 FORMCHECKBOX 
 Hematology and Pathology  FORMCHECKBOX 
 Immunology  FORMCHECKBOX 
 Microbiology 
 FORMCHECKBOX 
 Neurology  FORMCHECKBOX 
, Urology  FORMCHECKBOX 
 Obstetrical and Gynecological 
 FORMCHECKBOX 
 Ophtalmic  FORMCHECKBOX 
 Orthopedic  FORMCHECKBOX 
 Physical Medicine
 FORMCHECKBOX 
 Medical Imagery and Radiology  FORMCHECKBOX 
 Transfusion 
 FORMCHECKBOX 
 Perfusion and Intensive Care 
 FORMCHECKBOX 
 Other, specify :_____________
	First indication :


	Other indication(s) planned :  FORMCHECKBOX 
No  FORMCHECKBOX 
Yes, 

if Yes specify :


	Planning

	Non clinical program
	 FORMCHECKBOX 
Not started, planned start date…………….. /  FORMCHECKBOX 
 ongoing planned end date                /  FORMCHECKBOX 
 completed

	Clinical Program if applicable: 
	 FORMCHECKBOX 
Not started, planned start date…………….. /  FORMCHECKBOX 
 ongoing planned end date                /  FORMCHECKBOX 
 completed

	Conformity assessment procedures (ISO, NF) :
	 FORMCHECKBOX 
Not started, planned start date…………….. /  FORMCHECKBOX 
 ongoing planned end date                /  FORMCHECKBOX 
 completed

	Planned date Registration submission for C.E. marking
	Date :

	
DEVELOPMENT

	Clinical Program if applicable

	Studies planned
	Studies ongoing
	Studies done
	Comments

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


	MEDICAL DEVICE

	General administrative information

	Date:
 
	Company Name:

	Company Address:


	Company Website:

 FORMCHECKBOX 
No  FORMCHECKBOX 
Yes, 

if yes address
	Company Contact (name, phone, e-mail):



	General Product Information

	New concept of MD 

 FORMCHECKBOX 
No  FORMCHECKBOX 
 Yes

Modification of an existing MD

 FORMCHECKBOX 
No  FORMCHECKBOX 
 Yes


	Trade Name :
	Internal Product Code / Name : 


	Classification :
 FORMCHECKBOX 
 Class I
 FORMCHECKBOX 
 Class I sterile

 FORMCHECKBOX 
 Class I with a measuring function
 FORMCHECKBOX 
 Class IIa
 FORMCHECKBOX 
 Class IIb

 FORMCHECKBOX 
 Class III 

 FORMCHECKBOX 
 Active Implantable Devices


	Global Medical Device Nomenclature :
 FORMCHECKBOX 
 Active Implantable Devices
 FORMCHECKBOX 
 Anesthesic/Respiratory

 FORMCHECKBOX 
 Dental Devices
 FORMCHECKBOX 
 Electro-Medical/Mechanical Devices
 FORMCHECKBOX 
 Hospital Hardware

 FORMCHECKBOX 
 In Vitro Diagnostic Devices 

 FORMCHECKBOX 
 Non-active Implantable Devices

 FORMCHECKBOX 
 Ophtalmic and Optical Devices
 FORMCHECKBOX 
 Reusable Instruments

 FORMCHECKBOX 
 Single-Use Devices

 FORMCHECKBOX 
 Technical Aids for Disabled Persons

 FORMCHECKBOX 
 Diagnostic and Therapeutic Radiation Devices

	Clinical Development status if applicable :

 FORMCHECKBOX 
 Preclinical

 FORMCHECKBOX 
 Clinical

Phase(s) of Development completed :
 FORMCHECKBOX 
 Proof of concept

 FORMCHECKBOX 
 Prototype

 FORMCHECKBOX 
 Feasability study



	
	General Description :
	
	

	
	Products using materials of biological origin :  FORMCHECKBOX 
No  FORMCHECKBOX 
 Yes

if Yes, specify :

	
	

	Product indication(s)

	Therapeutic Area: 
 FORMCHECKBOX 
Anesthesiology   FORMCHECKBOX 
 Cardiovascular  FORMCHECKBOX 
 Clinical Chemistry 
 FORMCHECKBOX 
 Clinical Toxicology  FORMCHECKBOX 
 Cancerology 
 FORMCHECKBOX 
 Dental  FORMCHECKBOX 
 Ear, Nose, and Throat  FORMCHECKBOX 
 Gastroenterology  FORMCHECKBOX 
 Genomics  FORMCHECKBOX 
 General and plastic surgery  FORMCHECKBOX 
 General Hospital  FORMCHECKBOX 
 Personal use 
 FORMCHECKBOX 
 Hematology and Pathology  FORMCHECKBOX 
 Immunology  FORMCHECKBOX 
 Microbiology 
 FORMCHECKBOX 
 Neurology  FORMCHECKBOX 
, Urology  FORMCHECKBOX 
 Obstetrical and Gynecological 
 FORMCHECKBOX 
 Ophtalmic  FORMCHECKBOX 
 Orthopedic  FORMCHECKBOX 
 Physical Medicine
 FORMCHECKBOX 
 Medical Imagery and Radiology  FORMCHECKBOX 
 Transfusion 
 FORMCHECKBOX 
 Perfusion and Intensive Care  FORMCHECKBOX 
 Other, specify :_____________


	First indication :
	Other indication(s) planned :  FORMCHECKBOX 
No  FORMCHECKBOX 
Yes, 

if Yes, specify :


	Patients category :  FORMCHECKBOX 
Man   FORMCHECKBOX 
Woman   FORMCHECKBOX 
Man and Woman 
                                  FORMCHECKBOX 
All ages or  FORMCHECKBOX 
 Specific Age group : ___________


	 FORMCHECKBOX 
Reserved for medical professionals      FORMCHECKBOX 
Patients (condoms…) 

 FORMCHECKBOX 
 Only for research use    FORMCHECKBOX 
 Other, specify________


	Planning

	Regulatory non clinical program
	 FORMCHECKBOX 
Not started, planned start date…………….. /  FORMCHECKBOX 
 ongoing planned end date                 /  FORMCHECKBOX 
 completed

	Clinical program : First in Human
	 FORMCHECKBOX 
Not started, planned start date…………….. /  FORMCHECKBOX 
 ongoing planned end date                 /  FORMCHECKBOX 
 completed

	Conformity assessment procedures (ISO, NF) :
	 FORMCHECKBOX 
Not started, planned start date…………….. /  FORMCHECKBOX 
 ongoing planned end date                /  FORMCHECKBOX 
 completed

	Planned date Registration submission for C.E. marking
	Date :

	
DEVELOPMENT

	Efficacy in animal models if applicable

	Brief description of models used and results


	Preclinical development

	 FORMCHECKBOX 
 Studies planned 
	 FORMCHECKBOX 
Studies ongoing 
	 FORMCHECKBOX 
Studies done 
	Comments

	Clinical Program

	
	Studies planned
	Studies ongoing
	Studies done
	Comments

	Clinical Program

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	


