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FEDERAL AGENCY FOR MEDICINES AND HEALTH PRODUCTS
 Application for derogation for individual device(s) for a specific patient  
Part 1 – to be filled in by the applicant (not the physician)  
Type of derogation application :
Applicant:
This reference is a reference created by the applicant. It must be unique for each application and will be used in all communications between the applicant and the FAMHP.
Information regarding the manufacturer
Information regarding the contact point
Information regarding the person duly mandated
Information regarding the authorised representative (if applicable)
Information regarding the contact point
9.0.0.2.20101008.2.720808
Information regarding the distributor - importer (if applicable)
Information regarding the contact point
Information regarding the medical device
1 Either on the basis of Article 6 (1) to 4 of the Royal Decree of 14 November 2001 on in vitro diagnostic medical devices (transposition of Directive 98/79/EC on in vitro diagnostic medical devices), or on the basis of Article 52 of Regulation 2017/745 on medical devices.
Information regarding the alternative treatments
Please also provide information on benefit / risk analysis, risk identification, risk estimation and how these risks have been addressed, as well as information supporting a benefit analysis.
Information regarding FDA approval for the device
Information regarding clinical investigations / performance studies for the device
Please provide the documents regarding this investigation / study.
Responsability 
2Based on the Article 59 of the Regulation 2017/745 on medical devices, or based on Article 6 paragraph 12 of the Royal Decree of 14 November 2001 on in vitro diagnostic medical devices (transposition of Directive 98/79/EC on in vitro diagnostic medical devices). 
Part 2 – to be filled in by a physician – can be find on the next page.
FEDERAL AGENCY FOR MEDICINES AND HEALTH PRODUCTS
 Application for derogation for individual device(s) for a specific patient  
Part 2 – to be filled in by a physician 
This reference must be the same as the one present in the first part.
Information regarding the health institution
Information regarding the physician
Information regarding the patient
Sex
Age category :
Information regarding the alternative treatments
According to the legislation, derogations for the use of a non-CE marked device for a patient are granted in the interest of public health or the safety or health of patients. A derogation request cannot be granted if alternatives can be used to treat the patient (be it another CE marked device or any other alternative treatment).
I, the undersigned, 
, certify that, unless there is a 
justified reason, the patient has been notified that the device is not placed on the market / put into service in accordance with European legislation.
Information regarding the General Data Protection Regulation (GDPR)
When applying for derogation for individual device(s) for a specific patient, the FAMHP collects and processes personal information. This data processing is necessary for the reasons set out in Articles 6, §1, c), e) and 9, §2, i) of the General Data Protection Regulation (EU-GDPR).Your data protection rights:By contacting us by email at derogation.meddev@fagg-afmps.be, you can at any time:- Obtain confirmation that your personal data is or is not being used and how it is being used (Article 15 of the GDPR).- Rectify your personal data (article 16 of the GDPR)- Exercise your right to limitation (Article 18 of the GDPR).- Exercise your right to object (Article 21 of the GDPR)Only written requests will be considered
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