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For office use only:	Medical Device Approval Form received on:    __ / __ / ____

			Medical Device Approval Form Reference No. 		        

MT-MDF12
Application Form for MDR Article 59 and IVDR Article 54 for a Derogation from the Conformity Assessment Procedures of Medical Devices


The application is valid when submitted with the relevant documents. 
Filled in applications should be forwarded to 
mdforms.medicinesauthority@gov.mt.

Refer to GL-MDF19 Guidance for Application Forms MT-MDF12 and MT-MDF13 for a Derogation from the Conformity Assessment Procedures of Medical Devices and
GL-MDF07 Guidance on fees in relation to Medical Devices.
Guidance and Application Form are available on the Malta Medicines
Authority website https://medicinesauthority.gov.mt/.



February 2026

SECTION A: APPLICATION DETAILS


	A.1 Type of Application Tick (as applicable):

Derogation in accordance with MDR Article 59: Click or tap here to enter text.

Derogation in accordance with IVDR Article 54:  Click or tap here to enter text.

First application for a derogation                             Click or tap here to enter text.

Extension application for a derogation                    Click or tap here to enter text.






	[bookmark: _Hlk170723364]A.2 Date of Application (dd/mm/yyyy):	Click or tap to enter a date.
Applicant Name & Surname:		Click or tap here to enter text.

Applicant Email Address:			Click or tap here to enter text.

Applicant Contact Number:		Click or tap here to enter text.





	A.3 Information concerning the submitted application 	
Have similar applications been submitted in other EU/EEA countries?

 ☐ Yes ☐ No

If yes, please specify which countries:

	☐ AT
	☐ BE
	☐ BG
	☐ CY
	☐ CZ
	☐ DE
	☐DK
	☐ EE
	☐ ES
	☐ FI

	☐ FR
	☐ GR
	☐ HR
	☐HU
	☐ IE
	☐ IS
	☐ IT
	☐ LI
	☐ LT
	☐ LU

	☐ LV
	☐MT
	☐ NL
	☐NO
	☐ PL
	☐ PT
	☐ RO
	☐ SE
	☐ SI
	☐ SK

	☐ TR
	
	
	
	
	
	
	
	
	




All decisions made by the selected competent authority must be provided







	A.4 Organisation Status (tick as applicable):
☐	Manufacturer (fill in Section B)
☐	Authorised Representative (fill in Sections B & C)





SECTION B: MANUFACTURER DETAILS

	[bookmark: _Hlk31974856]Organisation Name: Click or tap here to enter text.
	Telephone Number: Click or tap here to enter text.

	Address: Click or tap here to enter text.
	Contact Name: Click or tap here to enter text.

	
	Job Title: Click or tap here to enter text.

	
	Email address: Click or tap here to enter text.

	If Organisation is registered with the Authority, quote reference number Click or tap here to enter text.

	If Organisation is registered in EUDAMED, quote the single registration number (SRN)  Click or tap here to enter text.



SECTION C: AUTHORISED REPRESENTATIVE DETAILS 
	Organisation Name: Click or tap here to enter text.
	Telephone Number: Click or tap here to enter text.

	Address: Click or tap here to enter text.
	Contact Name: Click or tap here to enter text.

	
	Job Title: Click or tap here to enter text.

	
	Email address: Click or tap here to enter text.

	If Organisation is registered with the Authority, quote reference number Click or tap here to enter text.

	If Organisation is registered in EUDAMED, quote the single registration number (SRN) Click or tap here to enter text.




SECTION D: INFORMATION ABOUT THE PRODUCT

	D.1 Name of device(s) for which the derogation is being requested as per DOC:  Click or tap here to enter text.


	D.2 Reference (Catalogue) Number of device(s)
Click or tap here to enter text.


	D.3 Intended Purpose of device(s) 
Click or tap here to enter text.



	D.4 Specify the period, including the start and end date, for which the derogation is being requested
Click or tap here to enter text.



	D.5 Specify reason for which derogation is being requested:

      ☐ Suspension of the certificate
      ☐ Withdrawal of the certificate       
☐ Failure to renew the certificate in time
☐ Suspension of the notified body (If yes, Fill in Section D.6)
☐ De-designation of the notified body (If yes, Fill in Section D.6)
      ☐ Reduction in the scope of the notified body (If yes, Fill in Section D.6)
☐ Voluntary termination by the notified body (If yes, Fill in Section D.6)
☐ Other reason (please specify): __Click or tap here to enter text.__________


	D.6 Have you initiated any procedures with another notified body?

☐ Yes ☐ No

If yes, please provide the identification number of the notified body Click or tap here to enter text.

If no, do you intend to certify the device(s)?

☐ Yes ☐ No

If no, please provide a justification Click or tap here to enter text.


	D.7 Is the device(s) authorised in another jurisdiction (e.g., FDA or other regulatory bodies)? If so, please provide the relevant information Click or tap here to enter text.


	D.8 Is the device(s) exempt from notified body involvement (i.e., self-certified)? _


☐ Yes ☐ No


	D.9 Is the medical device(s) concerned of vital importance relating to health or safety of patients, users or other persons, or to other aspects of the protection of public health?

☐ Yes☐ No

Reason: Click or tap here to enter text.


	D.10 Is the concerned in vitro diagnostic medical device(s) of health protection interest?

☐ Yes ☐ No

Reason: Click or tap here to enter text.


	D.11 Is there a lack of suitable substitutes available on the market?

☐ Yes   ☐ No

If no, specify which alternatives are available for each device(s) (alternatives including but not limited to a medical device, pharmaceutical therapy or any other treatment): Click or tap here to enter text.


	D.12 Are there any indications in the technical dossier, or from vigilance or market surveillance activities, concerning device(s) of previous generations or with similar characteristics, that the device(s) could be harmful for health or safety of patients, users or other persons, or to other aspects of the protection of public health?

☐ Yes   ☐ No

If yes, please specify: Click or tap here to enter text.




SECTION E: LIST OF MANDATORY DOCUMENTS

	[bookmark: _Hlk92179884]

	Supporting documentation in attachment: 
	 ☐
	List the device(s) concerned, including the following details: trade name, reference, UDI, risk class, and certificate number (if applicable).

	☐
	Description of the device(s) concerned. 

	☐
	Intended use(s) of the device(s). 

	☐
	Decisions already made by other EU/EEA Member States regarding derogation requests for the device(s) concerned. 

	☐
	Marketing authorisations obtained in other jurisdictions (e.g., USA, Japan, Australia, United Kingdom) if applicable

	☐
	If the certificate is still valid, do you intend to place device(s)on the market before the certificate expires in order to stockpile the device(s)? If yes, please specify how long these stocks will be available.

	☐
	Declaration of Conformity (DoC)-latest version 

	☐
	EC Certificate-latest version

	☐
	Instructions for Use (IFU) 

	☐
	Labelling of device(s) (mock-up or images of full product labelling required)

	☐
	Confirmation letter by notified body that application for MDR/IVDR certification has been accepted and contract with manufacturer (in accordance with MDR Annex VII 4.3) is signed, including expected timeline of conformity assessment procedure.

	☐
	For Authorised Representatives:  Copy of letter of designation issued by the manufacturer.

	☐
	The date of the last surveillance audit report and any identified potential safety-related shortcomings identified by the notified body during the audit and confirmation by the Notified body on a satisfactory resolution.

	☐
	Commitment by the Notified body to inform the CA about major safety-related shortcomings identified during the conformity assessment procedure.

	☐
	For notified bodies that have ceased certification, provide an official document from the notified body specifying the reasons for the cessation.

	☐
	Report(s) containing vigilance or post-market surveillance data including incidents, serious incidents and field safety corrective actions to prove that the device(s) can be used in a safe and appropriate way for the patient and other person(s) involved. The documentation should support a positive benefit/risk ratio for the device(s) concerned. 

	☐
	List of changes implemented from date of application of the MDR/ IVDR and the manufacturer’s assessment of these changes including their potential significance

	☐
	MDR/IVDR QMS certificate or Confirmation by Manufacturer that QMS is in accordance with Article 10(9) of the MDR or Article 10(8) of the IVDR. A valid ISO 13485 certificate is accepted as proof of compliance.

	☐
	Confirmation by manufacturer for continuous application of MDR/IVDR requirements in relation to post market surveillance, vigilance and market surveillance including commitment by manufacturer to proactively inform the Competent Authority about any safety related corrective or preventive actions

	☐ 
	Proof of Need for the Exemption:
For IVDs: provide evidence demonstrating the interest in health protection;
For MDs: provide evidence showing that the use is in the interest of public health, patient health, or patient safety.

	☐
	Step-by-step roadmap for acquiring the new certificate or restoring the suspended certificate (if applicable)






SECTION F: DETAILS OF PAYMENT

	☐
	Proof of Payment attached



SECTION G: COMMITMENTS
☐ The applicant recognises and confirms that:

1. The concerned device(s) comply with the essential requirements as per Regulation (EU) 2017/745 or Regulation (EU) 2017/746.
2. The benefit risk balance is positive as confirmed through the clinical evaluation report and vigilance data.
3. The requirements of post market surveillance, vigilance and market surveillance as per Regulation (EU) 2017/745 or Regulation (EU) 2017/746 will be applied. The post-market surveillance of the device(s) will be maintained and include proactive actions to monitor the performance of the device(s) and to notify all incidents to the (Malta) Medicines Authority in line with the regulations.
4. The (Malta) Medicines Authority reserves the right to modify the conditions of the derogation or to revoke it entirely based on the information received.
5. If a derogation is granted, the (Malta) Medicines Authority must be regularly updated on the progress towards obtaining the new certificate. Upon request, audit reports and any related CAPA (Corrective and Preventive Action) plans must be submitted.
6. The (Malta) Medicines Authority must be promptly informed once the necessary certificate(s) are obtained, or when a suspended certificate is reestablished. The manufacturer must promptly cease marketing device(s)under the derogation as soon as the certification is reinstated. Any delays in the certification process must be communicated to the (Malta) Medicines Authority without delay.
7. To provide evidence to the (Malta) Medicines Authority that the healthcare
facility, end user or other relevant parties are informed that the concerned devices are being supplied under the framework of a derogation.
8. The manufacturer or authorised representative must share all relevant information with the (Malta) Medicines Authority, ensuring that nothing that could pose a risk to health or safety of patients, users or other persons, or to other aspects of the protection of public health is intentionally withheld.
9. The (Malta) Medicines Authority must be notified of any other relevant information pertaining to this derogation.



Data Protection Consent Statement 

	☐  
	The applicant hereby consents to the processing of their personal data by the Malta Medicines Authority and understands that this data shall be processed in accordance with the General Data Protection Regulation (GDPR), Regulation 2016/679/EU of the European Parliament and of the Council of 27 April 2016, repealing Directive 95/46 EC, the Data Protection Act (Chapter 586 of the Laws of Malta) and the Malta Medicines Authority Data Protection Policy (P-MA05). The applicant also understands that the Malta Medicines Authority shall process this personal data in line with the purposes they are initially collected for. Exceptions to the latter include when the data subject consents to the new purpose, when there is a legal provision requiring or allowing the new processing or when the new purpose is deemed compatible with the purposes the personal data were initially collected for.







Malta Medicines Authority Declaration for Form Submission
_____________________________________________________________________


I, the applicant, declare that all information given in the application form is true, complete and correct. I also bind myself to inform immediately any change to details in the application form and annexes, where relevant, to the Malta Medicines Authority. 



	Company Name (if applicable):
	Click or tap here to enter text.
	
	

	
	

	Name & Surname: 
	Click or tap here to enter text.
	 
	

	
	

	Position: 
	Click or tap here to enter text.
	Signature:
	

	
	

	Date:
	
Click or tap to enter a date.
	
	



Sir Temi Żammit Buildings, Malta Life Sciences Park, San Ġwann SĠN 3000
info.medicinesauthority@gov.mt | (+356) 23 439 000
https://medicinesauthority.gov.mt/
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