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 Application form to notify a perfomance evaluation with an in vitro medical device 
 To be completed by FAMHP 
 1) Identification of manufacturer 
 The manufacturer is "the natural or legal person with responsibility for the design, manufacturing, packaging and labelling of a device before it is placed on the market under his own name, regardless of whether these operations are carried out by that person himself or on his behalf by a third party." (art 1, f, European directive 98/79/EEC) 
Headquarter address   
 Contact person 
 2) Authorized representative (if applicable) 
 Authorized representative means "any natural or legal person established in the Community who, explicitly designated by the manufacturer, acts and may be addressed by authorities and bodies in the Community instead of the manufacturer with regard to the latter's obligations under this Directive" (art 1, g, European directive 98/79/EEC). 
Headquarter address   
 Contact person 
4) Performance Evaluation Identification : 
Study design (multiple choice possible) :
Type of performance study :
Planned number of  users/patients taking part in the performance evaluation?
Does your performance evaluation include the use by lay person?
5) Investigated Medical Device
Information on the use of the investigated medical device
Investigated Medical  device is used in
combination with accessories or other medical device ?
 
Does the medical device bear a CE-marking? 
please indicate the number and name of the notified body. Date of the certificate issued by the notified body (NB).
Will the medical device be used in accordance with the intended use by the manufacturer and within the scope of the CE-certificate ? 
Does the medical device incorporate a substance which if used alone can be considered a drug? 
6) Laboratories and facilities participating in Belgium
I hereby certify that the information and documentation submitted with this notification is correct in detail and all the information requested has been supplied. The investigated device complies with the Essential Requirements apart from those covered by the investigation and that with regard to these aspects, every precaution has been taken to protect the health and safety of the patient and/or user.
I shall also undertake to keep available for the competent national authorities the documentation allowing an understanding of the design, manufacture and performances of the product, including the expected performances, so as to allow assessment of conformity with the requirements of the Directive 98/79. This documentation must be kept for a period ending at least five years after the end of
the performance evaluation.
Documents to be enclosed in this order in electronic version : 
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