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FEDERAL AGENCY FOR MEDICINES AND HEALTH PRODUCTS 
 Application for a derogation
Medical devices (MD) -In vitro diagnostic medical devices (IVD)
Active implantable medical device (AIMD)
The derogation is for  
Reason for the application:
Did you start any procedure with another notified body?
If no, do you intend to have your device certified?
Is it a device that does not require the intervention of a notified body (self-certified)?
Initial date of the application:
Desired end date of authorisation:
9.0.0.2.20101008.2.720808
Information related to the applicant: 
Other: any actor duly mandated by the manufacturer or the representative to take these steps with the FAMHP 
Information related to the application:
Did similar applications have been applied in other EU countries?
If yes, please specify which countries:
All decisions with the selected competent authority have to be provided
Information related to the manufacturer
Contact point details
Information related to the authorised representative - if applicable
Contact point details
Information related to the applicant if different from the manufacturer / authorised representative - if applicable
Contact point details
Please provide the following documents, using the reference (numbers here below) in the title of the documents:1. Devices:
1.1. List of devices concerned with the following information: trade name, reference, UDI, risk class, certificate number (if applicable)
1.2. Description of the concerned devices
1.3. Intended use(s) of the device(s)
1.4. Instructions for use
1.5. Any decisions already given by other EU member states regarding a derogation request for the concerned devices
1.6. Marketing authorisations in other jurisdictions (USA, Japan, Australia, United Kingdom,…)
1.7. If the certificate is still valid, do you plan to put devices on the market before the certificate expires in order to build up stocks? If so, how long will these stocks be available?
2. Alternatives:
2.1. Explanation and details, if applicable, of alternatives for each device (alternatives as medical device, medicine or any other treatment) from your own company or from competitors.
3. Customers:
3.1. For a device previously placed on the market, the list of Belgian customers (name, address) and the list of the number of devices ordered for each customer (name and reference) over the last 3 years.
4. Declaration of conformity:
4.1. Latest declaration of conformity for each device (if applicable)
5. Certificate(s):
5.1. Copy of the latest certificate(s) of conformity
5.2. For devices with a design certificate: copy of the latest certificate
5.3. A proof that there is a quality management system in place (based on the art. 10(9) of the regulation 2017/745 or the art. 10(8) of the regulation 2017/746). An ISO certificate 13485 is accepted as a proof of compliance.
5.4. In the event of a notified body ceasing certification, please provide an official document from the notified body explaining the reasons for the cessation.
5.5. Provide the date of the last surveillance audit report
6. Proof of need for the exemption:
6.1. IVD: demonstration of health protection interest;
MD: demonstration that the use is in the interest of public health or patient health or patient safety
7. Notified body of the current certification process:
7.1. Confirmation letter by the notified body that application for MDR certification has been accepted and the contract signed with the manufacturer (in accordance with MDR Annex VII 4.3), including expected timeline of conformity assessment procedure.
7.2. Commitment by the notified body to inform the CA about major safety-related shortcomings identified during conformity assessment.
8. Roadmap:
8.1. A detailed roadmap for obtaining the new certificate / reinstating the suspended certificate (if applicable)
9. Vigilance and post-market surveillance:
9.1. Provide a report containing relevant data gathered through its post-market surveillance (PMS) system, in particular data concerning incidents, serious incidents and/or field safety corrective actions. This report should prove that based on these elements the benefit-risk ratio is still positive.
9.2. Provide information about potential safety-related shortcomings identified by notified body during last surveillance audit and confirmation regarding satisfactory resolution.
10. Statements:
10.1. A statement that the last valid certificate has not been withdrawn / restrained / limited...
10.2. If the devices were previously covered by a CE certificate, a statement that since 26 May 2021 and until the end of non-compliance (absence of CE certificate), no significant change in design or intended purpose will be made.
 
11. For applicants other than the manufacturer and the authorised representative:
11.1.         A declaration from the manufacturer / authorised representative stating:
- The manufacturer / authorised representative allows another actor to take all measures in relation to this exemption
- The manufacturer / authorised representative undertakes to comply fully with the commitments listed below 
Commitments:The manufacturer / authorised representative recognizes and certifies that:
1) The concerned devices comply with the essential requirements set out in Regulation (EU) 2017/745 on medical devices or Regulation (EU) 2017/746 on in vitro diagnostic medical devices.
2) Based on the clinical evaluation report and the vigilance data analysis, the benefice-risk balance is positive.3) The requirements of the regulation 2017/745 in relation to Post Market Surveillance, vigilance and market surveillance will be applied.
The post-marketing surveillance system will be respected for the devices concerned. These obligations include, amongst others, proactive mechanisms to monitor the performance of the devices, the notification of all incidents to the FAMHP within the framework of the current vigilance system, and the notification and conduct of corrective safety actions in the field. If incidents or corrective safety actions in the field are notified to the FAMHP with devices covered by this derogation authorisation, it should be clearly indicated that it is a device under derogation with the FAMHP reference number of the corresponding derogation.
It implies among others to follow the following MDCG guidances:
a. MDR: 2021-25 (Application of MDR requirements to "legacy devices" and to devices placed on the market prior to 26 May 2021 in accordance with Directives 90/385/EEC or 93/42/EEC).
b. IVDR: 2022-8 (Regulation (EU) 2017/746 - application of IVDR requirements to ‘legacy devices’ and to devices placed on the market prior to 26 May 2022 in accordance with Directive 98/79/EC).
4) The FAMHP reserves the right to adapt the conditions of its derogation or to render it null and void depending on the information received.
5) In the event of a derogation being granted, the FAMHP will be regularly informed of the progress of obtaining the new certificate and on request of the FAMHP, the audit reports and any associated CAPA plans will be sent.
6) Devices delivered under the derogation will be recorded in a document (name of the client, device reference, sales volume, date of placing on the market). This document can be requested by the FAMHP at any time.
7) The FAMHP will be immediately informed as soon as the necessary certificate(s) is/are obtained at the latest on the working day following receipt of the certificate(s) / as soon as a suspended certificate is re-established. The manufacturer will immediately cease to place the devices on the market based on the derogation granted.
The FAMHP will be informed about any delays in the certification process
8) Customers as well as end-users will be informed that the devices are being supplied within the framework of a derogation.
9) They provided the FAMHP or the actor duly mandated to apply for this derogation with all the information in the possession of the manufacturer and/or authorised representative and that no information that could result in a risk to public health, the health of the patient or any other user, the safety of the patient or any other user has been intentionally withheld.
10) The FAMHP will be informed of any other relevant elements related to this derogation.
I declare to have read and understood the engagments and I declare to fully comply with the above commitments and understand that non-compliance will result, in the event a temporary authorisation of use is approved, in the revocation of this derogation.
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