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	Preamble


Afssaps wishes to gather information concerning new medical devices (MD) put on the French market. The summary of the characteristics of the device (SCD) allows manufacturers, authorized representatives, and distributors of medical devices to provide information relating their MD’s characteristics.

The SCD can be considered as an identity card of the MD, summarizing the essential elements of the CE marking file. It is based on the document entitled “Device Information Bulletin (DIB)” presented by the previous working group of the European Commission on Innovation (the Transparency group).

The SCD helps the Afssaps in its market surveillance and innovative MD monitoring missions by acquiring accurate information on devices or category of devices. This information will be shared within Afssaps, objective being to avoid repeated requests to the manufacturer, the authorized representative, or to the distributor.

Afssaps commits itself to respect the confidentiality of the information obtained within the frame of this document. It commits itself not to broadcast them to other parties without prior approval of concerned societies.

There is no legal obligation to fill in this document. However, SCD could become necessary for the implementation of CE marking procedures. Actually, directive 2007/47/EEC of the European parliament and of the council of September 5th, 2007 changes the article 20 of directive 93/42/EEC in these terms: “The measures designed to amend non-essential elements of this Directive, inter alia by supplementing it, relating to determination of the conditions under which other information may be made publicly available, and in particular for Class IIb and Class III devices to any obligation for manufacturers to prepare and make available a summary of the information and data related to the device, shall be adopted in accordance with the regulatory procedure with scrutiny referred to in Article 7(3).”

The SCD could be available on the Afssaps website to the attention of healthcare professionals and the public. A preliminary work of consultation of the professionals will be assessed for the choice of the information which would make the object of such broadcasting.
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	Part I : IDENTIFICATION OF THE DEVICE

	I-1 Manufacturer / authorized representative / distributor

	
	Information on the companies concerned by the device
	 FORMCHECKBOX 
Manufacturer
(according to regulations)
	 FORMCHECKBOX 
Authorized representative
(if applicable)
	 FORMCHECKBOX 
Distributor in France

(in case of several distributors, a list with information about the other distributors must be attached to this document)

	a
	Full name
	
	
	

	b
	Postal address
	
	
	

	c
	Phone number
	
	
	

	d
	Fax number
	
	
	

	e
	Website
	
	
	

	g
	Contact information
	Madam/Mister/First name-Name/Functions

	h
	E-mail
	

	I-2 Device

	a
	Trade name
	

	b
	Catalogue number
	

	c
	Description / technical principle
	

	d
	Type of the device

	
	 FORMCHECKBOX 

	Implant

	
	 FORMCHECKBOX 

	Consumable

	
	 FORMCHECKBOX 

	Equipment

	
	 FORMCHECKBOX 

	Instrument

	
	 FORMCHECKBOX 

	Software

	
	 FORMCHECKBOX 

	Reagent

	
	 FORMCHECKBOX 

	Sample container

	
	 FORMCHECKBOX 

	Device for self-test

	
	 FORMCHECKBOX 

	Accessory

	
	 FORMCHECKBOX 

	Other, specify
	

	e
	Detailed diagram and/or picture of the device
	Insert the picture below and specify the copyright


	I-3 GMDN classification (Global Medical Device Nomenclature) 

	a
	Category

	
	 FORMCHECKBOX 

	In-vitro diagnostic medical devices

	
	 FORMCHECKBOX 

	Active implantable devices

	
	 FORMCHECKBOX 

	Anaesthetic and respiratory devices

	
	 FORMCHECKBOX 

	Dental devices

	
	 FORMCHECKBOX 

	Electro mechanical medical devices

	
	 FORMCHECKBOX 

	Hospital hardware

	
	 FORMCHECKBOX 

	Laboratory equipment

	
	 FORMCHECKBOX 

	Non-active implantable devices

	
	 FORMCHECKBOX 

	Active implantable medical devices (AIMD)

	
	 FORMCHECKBOX 

	Ophthalmic and optical devices

	
	 FORMCHECKBOX 

	Reusable instruments

	
	 FORMCHECKBOX 

	Single-use devices

	
	 FORMCHECKBOX 

	Assistive products for persons with disability

	
	 FORMCHECKBOX 

	Diagnostic and therapeutic radiation devices

	
	 FORMCHECKBOX 

	Complementary therapy devices

	
	 FORMCHECKBOX 

	Biologically-derived devices

	
	 FORMCHECKBOX 

	Healthcare facility products and adaptations

	b
	Subcategory

	
	 FORMCHECKBOX 

	Reanimation/perfusion/anesthesia

	
	 FORMCHECKBOX 

	Vascular/cardiology

	
	 FORMCHECKBOX 

	General surgery

	
	 FORMCHECKBOX 

	Orthopaedic surgery

	
	 FORMCHECKBOX 

	Reconstructive/plastic surgery

	
	 FORMCHECKBOX 

	Visceral surgery

	
	 FORMCHECKBOX 

	Gastroenterology/hepatology

	
	 FORMCHECKBOX 

	Medical imagery

	c
	GMDN code and definition
	


	Part II : STATUS OF THE DEVICE

	II-1 Applicable regulation

	a
	European directive

	
	 FORMCHECKBOX 

	90/385/EEC concerning active implantable medical devices

	
	 FORMCHECKBOX 

	93/42/ EEC concerning medical devices

	
	 FORMCHECKBOX 

	98/79/ EEC concerning in-vitro diagnostic medical devices

	
	 FORMCHECKBOX 

	2007/47/ EEC concerning medical devices

	
	 FORMCHECKBOX 

	2003/32/ EEC concerning medical devices manufactured utilising tissues of animal origin

	
	 FORMCHECKBOX 

	Other, specify
	

	b
	Conformity assessment procedure

(Specify implemented annexes)
	

	II-2 Class of the device

	a
	Medical device, specify the classification rule and paragraph
	Refer to the annex IX of the 93/42/EEC directive and MEDDEV 2.4/1 Guidelines for the classification of medical devices

	
	 FORMCHECKBOX 

	Class I
	
 FORMCHECKBOX 
 sterile


 FORMCHECKBOX 
 with a measuring function

	
	 FORMCHECKBOX 

	Class IIa

	
	 FORMCHECKBOX 

	Class IIb

	
	 FORMCHECKBOX 

	Class III

	
	 FORMCHECKBOX 

	Active implantable medical device (AIMD)

	b
	In-vitro diagnostic medical device

Refer to the annex II of the 98/79/EEC directive

	
	 FORMCHECKBOX 

	IVD from the annex II, list A. Specify the type of the device
	

	
	 FORMCHECKBOX 

	IVD from the annex II, list B. Specify the type of the device
	

	
	 FORMCHECKBOX 

	Device for self-testing other than those covered by annex II

	
	 FORMCHECKBOX 

	Other IVD

	II-3 Device composition

	 FORMCHECKBOX 
a FORMCHECKBOX 

	Device composition
	List elements or materials contained in the device

	b
	Device containing a medicinal product

(2001/83/EEC directive)
	
 FORMCHECKBOX 


 FORMCHECKBOX 
 yes

 FORMCHECKBOX 


 FORMCHECKBOX 
 no

	
	Kind of the product
	

	
	Competent regulatory body
	

	
	Usefulness to add this product
	

	c
	Device incorporating a stable derivates of human blood or human plasma

(2000/70/EEC and 2001/104/EEC directives)
	
 FORMCHECKBOX 


 FORMCHECKBOX 
 yes

 FORMCHECKBOX 


 FORMCHECKBOX 
 no

	
	Kind of the derivate
	

	
	Competent regulatory body
	

	
	Usefulness to add this element
	

	d
	Device utilising tissues of animal origin
	
 FORMCHECKBOX 


 FORMCHECKBOX 
 yes

 FORMCHECKBOX 


 FORMCHECKBOX 
 no

	
	Kind of the element
	(Ex : collagen)

	
	Source / Origin
	(Ex : pig, bovine)

	
	Usefulness to add this element
	

	e
	Device containing nano-elements
	
 FORMCHECKBOX 


 FORMCHECKBOX 
 yes

 FORMCHECKBOX 


 FORMCHECKBOX 
 no

	
	Kind of elements
	

	
	Usefulness to add these elements
	

	f
	Device containing an artificial radionuclide
	
 FORMCHECKBOX 


 FORMCHECKBOX 
 yes

 FORMCHECKBOX 


 FORMCHECKBOX 
 no

	g
	Device emitting ionising radiation
	
 FORMCHECKBOX 


 FORMCHECKBOX 
 yes

 FORMCHECKBOX 


 FORMCHECKBOX 
 no

	h
	Device containing latex
	
 FORMCHECKBOX 


 FORMCHECKBOX 
 yes

 FORMCHECKBOX 


 FORMCHECKBOX 
 no

	i
	Device containing phtalates
	
 FORMCHECKBOX 


 FORMCHECKBOX 
 yes

 FORMCHECKBOX 


 FORMCHECKBOX 
 no

	j
	Other information
	

	II-4 Claim of conformity to the transverse standards

	 FORMCHECKBOX 


 FORMCHECKBOX 

	EN ISO 13485

Medical devices - Quality management systems - Requirements for regulatory purposes

	 FORMCHECKBOX 


 FORMCHECKBOX 

	EN ISO 14971

Medical devices - Application of risk management to medical devices

	 FORMCHECKBOX 

	Other frame of reference, specify
	


	Part III : POSITIONING OF THE DEVICE IN THE THERAPEUTIC SET

	III-1 Medical indications

	a
	Intended purpose / medical indication
	

	b
	Associated medical acts
	

	III-2 Rational for development of the device

	

	III-3 Concerned therapeutics

	a
	Medical device

	
	 FORMCHECKBOX 

	Intensive care/perfusion/anesthesia

	
	 FORMCHECKBOX 

	Cardiology/vascular

	
	 FORMCHECKBOX 

	Carcinological surgery

	
	 FORMCHECKBOX 

	Cardiovascular and thoracic surgery

	
	 FORMCHECKBOX 

	Digestive and visceral surgery

	
	 FORMCHECKBOX 

	General surgery

	
	 FORMCHECKBOX 

	Maxillo-facial surgery

	
	 FORMCHECKBOX 

	Neurological surgery

	
	 FORMCHECKBOX 

	Orthopaedic and traumatological surgery

	
	 FORMCHECKBOX 

	Plastic surgery and reconstructrice surgery

	
	 FORMCHECKBOX 

	Dental

	
	 FORMCHECKBOX 

	Dermatology

	
	 FORMCHECKBOX 

	Endocrinology

	
	 FORMCHECKBOX 

	Gastroenterology/hepatology

	
	 FORMCHECKBOX 

	Genomic

	
	 FORMCHECKBOX 

	Gerontology

	
	 FORMCHECKBOX 

	Gynecology/obstetric

	
	 FORMCHECKBOX 

	Hemodialysis

	
	 FORMCHECKBOX 

	Hygiene/nosocomiale infection/care

	
	 FORMCHECKBOX 

	Medical imagery/radiology

	
	 FORMCHECKBOX 

	Kinesitherapy

	
	 FORMCHECKBOX 

	General practice

	
	 FORMCHECKBOX 

	Nuclear medicine

	
	 FORMCHECKBOX 

	Nephrology

	
	 FORMCHECKBOX 

	Neurology

	
	 FORMCHECKBOX 

	Odontology/stomatology

	
	 FORMCHECKBOX 

	Oncology/cancerology

	
	 FORMCHECKBOX 

	Ophthalmology

	
	 FORMCHECKBOX 

	Oto-rhino-laryngology

	
	 FORMCHECKBOX 

	Parodontology

	
	 FORMCHECKBOX 

	Physiology

	
	 FORMCHECKBOX 

	Pneumology

	
	 FORMCHECKBOX 

	Radiotherapy

	
	 FORMCHECKBOX 

	Re-education/medical rehabilitation

	
	 FORMCHECKBOX 

	Transfusion

	
	 FORMCHECKBOX 

	Urology

	
	 FORMCHECKBOX 

	Other, specify
	

	b
	In-vitro diagnostic medical device

	
	 FORMCHECKBOX 

	Anatomo-pathology

	
	 FORMCHECKBOX 

	Bacteriology

	
	 FORMCHECKBOX 

	Biochemistry

	
	 FORMCHECKBOX 

	Cells culture

	
	 FORMCHECKBOX 

	Genetics

	
	 FORMCHECKBOX 

	Haematology

	
	 FORMCHECKBOX 

	Immuno-haematology

	
	 FORMCHECKBOX 

	Immunology

	
	 FORMCHECKBOX 

	Parasitology/mycology

	
	 FORMCHECKBOX 

	Virology

	
	 FORMCHECKBOX 

	Other, specify
	

	III-4 Target population

	a
	Gender
	
 FORMCHECKBOX 
 male

 FORMCHECKBOX 
 female

	b
	Age range
	

	c
	Concerned pathology
	

	d
	Number of patients affected in France
	

	e
	Number of devices involved (aim of this summary) in France (sales forecast per year)
	

	III-5 Target users

	 FORMCHECKBOX 

	Healthcare professionals

	 FORMCHECKBOX 

	Patients (condoms, selftest, etc.)

	 FORMCHECKBOX 

	Biologists

	 FORMCHECKBOX 

	Other, specify which
	

	III-6 Existing alternatives

	 FORMCHECKBOX 

	Similar device, precise
	

	 FORMCHECKBOX 

	Different device, precise
	

	 FORMCHECKBOX 

	Surgical procedure, precise
	

	 FORMCHECKBOX 

	Medicinal treatment, precise
	

	 FORMCHECKBOX 

	Other, precise
	

	 FORMCHECKBOX 

	None

	III-7 Iteration of a pre-existing devicet

	a
	
 FORMCHECKBOX 
 yes


 FORMCHECKBOX 
 no

	b
	If yes, which one ?
	

	c
	If yes,

modification
	 FORMCHECKBOX 

	of the intented purpose / medical indication

	
	
	 FORMCHECKBOX 

	of the quality system (Modification of the manufacturing process, etc.)

	
	
	 FORMCHECKBOX 

	of the design

	
	
	 FORMCHECKBOX 

	of the performance (Decrease of the detection treshold, etc.)

	
	
	 FORMCHECKBOX 

	of the users population

	
	
	 FORMCHECKBOX 

	Other, specify
	

	III-8 Degree of novelty of the device (see degrees of novelty card for a medical device)

	a
	Technological interest
	Briefly describe the technologic advance supplied by this device

	b
	Clinical interest
	Briefly describe the clinical advance supplied by this device (for the patient)

	c
	Degree of novelty (Fulfil this item only if the device is not yet CE marked)

	
	 FORMCHECKBOX 

	Major innovation (degree 5)

	
	 FORMCHECKBOX 

	Innovation (degree 4)

	
	 FORMCHECKBOX 

	Substantial novelty (degree 3)

	
	 FORMCHECKBOX 

	Moderate novelty (degree 2)

	
	 FORMCHECKBOX 

	Minor novelty (degree 1)

	III-9 Impact on clinical practices
(from the point of view of the practitioner for a MD and/or the biologist pour an IVD)

	 FORMCHECKBOX 


 FORMCHECKBOX 
 Nil or weak

	 FORMCHECKBOX 


 FORMCHECKBOX 
 Moderate

	 FORMCHECKBOX 
 Strong


	Part IV : PRECLINICAL ASSESSMENT

	IV-1 Progress of preclinical assessment

	 FORMCHECKBOX 

	Not completed

	 FORMCHECKBOX 

	In progress

	 FORMCHECKBOX 

	Achieved

	IV-2 Claim of conformity to the preclinical standards

	 FORMCHECKBOX 


 FORMCHECKBOX 

	Series EN ISO 10993

Biological evaluation of medical devices
Specify which standards of the series
	

	 FORMCHECKBOX 

	Vertical preclinical standards (products standards)
Specify which ones (with their headings and by indicating those which are harmonized)
	

	 FORMCHECKBOX 

	Other preclinical reference set (guidelines, home frame of reference), specify
	

	IV-3 Preclinical information

	a
	The claim of conformity is based on supporting preclinical data from :

	
	 FORMCHECKBOX 

	the product, aim of this summary

	
	 FORMCHECKBOX 

	data from the scientific literature

	
	 FORMCHECKBOX 

	a similar product, specify which one and justify the equivalence
	

	IV-4 Sterilization of the device

	a
	Is the device sterile ?
	
 FORMCHECKBOX 


 FORMCHECKBOX 
 yes

 FORMCHECKBOX 


 FORMCHECKBOX 
 no

	b
	Is the device to sterilize ?
	
 FORMCHECKBOX 


 FORMCHECKBOX 
 yes

 FORMCHECKBOX 


 FORMCHECKBOX 
 no

	c
	Is the device to resterilize ?
	
 FORMCHECKBOX 


 FORMCHECKBOX 
 yes

 FORMCHECKBOX 


 FORMCHECKBOX 
 no

	d
	Type of sterilization

	
	 FORMCHECKBOX 

	Irradiation γ

	
	 FORMCHECKBOX 

	Irradiation β

	
	 FORMCHECKBOX 

	Ethylene oxide

	
	 FORMCHECKBOX 

	Moist heat

	
	 FORMCHECKBOX 

	Hydrogen peroxid plasma

	
	 FORMCHECKBOX 

	Other, specify
	

	e
	Claim of conformity to the standards relating to sterilization, disinfection and/or cleaning
	Specify frames of reference


	Part V : CLINICAL ASSESSMENT

	V-1 Progress of clinical assessment

	 FORMCHECKBOX 

	Not completed

	 FORMCHECKBOX 

	In progress

	 FORMCHECKBOX 

	Achieved

	V-2 Claim of conformity to the clinical standards

	 FORMCHECKBOX 


 FORMCHECKBOX 

	EN ISO 14155-1 & 2

Clinical investigation of medical devices for human subjects european harmonised standard
	

	 FORMCHECKBOX 

	Vertical clinical standards (products standards)
Specify which ones (with their headings and by indicating those which are harmonized)
	

	 FORMCHECKBOX 

	Other preclinical reference set (guidelines, home frame of reference), specify
	

	V-3 Clinical informations

	a
	The claim of conformity is based on supporting clinical data from :

	
	 FORMCHECKBOX 

	the product, aim of this summary

	
	 FORMCHECKBOX 

	data from the scientific literature

	
	 FORMCHECKBOX 

	a similar product, specify which one and justify the equivalence
	

	b
	Number of clinical trials (achieved or in progress)
	

	c
	Total number of patients included in these clinical trials
	

	d
	If clinical trials are planed, briefly describe the aim
	

	V-4 Clinical data
Describe the most relevant clinical datas for the clinical validation of the medical device (specific data, similar device and/or literature). Copy / paste the table below as many as the number of clinical trials.

	a
	Title of the study
	

	b
	Year of the study
	

	c
	Country where the study proceeded
	

	d
	Aim of the study
	

	e
	Used devices
	

	f
	Type of study
	

	g
	Studied subjects (number, eligibility criteria)
	

	h
	Follow-up (period, frequencies of observation)
	

	i
	Assessment criteria
	

	j
	Results
	

	V-5 Clinical follow-up

	a
	Since the initial CE marking or from obtaining the expected CE marking, have you implemented a clinical follow-up on the use of the device or is it planed ?
(Clinical follow-up corresponds to studies integrated into a process of “post market surveillance”.)
	 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no

	b
	If yes, which type of clinical follow-up ?

	
	 FORMCHECKBOX 

	Register

	
	 FORMCHECKBOX 

	Post Market Surveillance

	
	 FORMCHECKBOX 

	Other, specify
	

	c
	Describe the setting method and specify the number of patients included in these follow-up studies
	


	Part VI : PERFORMANCES OF THE DEVICE
Especially for IVD and MD with measuring function

	VI-1 Progress of performances assessment

	 FORMCHECKBOX 

	Not completed

	 FORMCHECKBOX 

	In progress

	 FORMCHECKBOX 

	Achieved

	VI-2 Performances quantification

	a
	Analytic sensitivity
	

	b
	Diagnostic sensitivity
	

	c
	Analytic specificity
	

	d
	Diagnostic specificity
	

	e
	Accuracy
	

	f
	Repeatability
	

	g
	Reproducibility
	

	h
	Interferences
	

	i
	Detection limits
	

	j
	Other performance(s), specify
	


	Part VII : CE MARKING AND MARKETING OF THE DEVICE

	VII-1 Progress in order to CE mark

	a
	Marking process with a notified body

	
	 FORMCHECKBOX 

	CE marking file not submitted to a notified body

	
	 FORMCHECKBOX 

	CE Marking file submitted to a notified body

	
	 FORMCHECKBOX 

	CE marked MD

	b
	CE marking process without a notified body

	
	 FORMCHECKBOX 

	Not CE marked MD

	
	 FORMCHECKBOX 

	CE marked MD

	VII-2 CE marking

	a
	Year of the first issue of CE marking
	

	b
	Identification number and name of the notified body solicited for the first CE marking
	If applicable

	c
	Year of issue of the current CE marking
	

	d
	Identification number and name of the notified body solicited for the current CE marking (if different from the precedent)
	If applicable

	VII-3 Presence on the market

	a
	Marketing place

	
	 FORMCHECKBOX 

	Europe

	
	 FORMCHECKBOX 

	USA

	
	 FORMCHECKBOX 

	Canada

	
	 FORMCHECKBOX 

	China

	
	 FORMCHECKBOX 

	Japon

	
	 FORMCHECKBOX 

	Australia-New Zealand

	
	 FORMCHECKBOX 

	Other, specify
	

	b
	Launching date in France
	

	c
	Number of treated patients since launching (France et worldwide)
	

	VII-4 Internet

	a
	Web-link where supplementary information is available (dedicated website, etc.)
	

	b
	Device available for sale on Internet
	
 FORMCHECKBOX 


 FORMCHECKBOX 
 yes


 FORMCHECKBOX 


 FORMCHECKBOX 
 no

	VII-5 Intention of submit a fill to the French Haute Autorité de Santé (HAS)

	 FORMCHECKBOX 

	Assessment request on medical device
	Specify the expected ASR level and the delay

	 FORMCHECKBOX 

	Assessment request on medical procedure
	Specify the expected title and the delay

	 FORMCHECKBOX 

	Registration on a generic line
	Specify the title and the number as well as the expected delay


With this summary, don’t forget to join the following documents (with the electronic format as far as possible) :

- a specimen of the labels of the device,

- a specimen of the instructions for use,

- conformity assessment certificates to applied directives,
- the CE declaration of conformity,
- the surgical technic if applicable,

- the commercial documentation.
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