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This form is used to provide a summary of changes and scientific findings for the device which recertification is applied for in accordance with Annex IX, Chapter II (EU certificate of assessment of technical documentation). The information collected is based on the requirements of Annex VII, Section 4.11. 
The following information must be filled in by the company:
Details of the company
	Customer number
	     

	Company
	     

	Street
	     

	Postal code, City
	     

	Country
	     


Contact person for questions
	Title
	☐ Mr	☐ Ms	☐ Dr

	First and last name
	     

	Position
	     

	Direct phone
	     

	Personal e-mail address
	     


Information on concerned products
	Concerned product or concerned generic device group / category of devices according to 
MDCG 2019-13
	     

	Concerned Basic UDI and UDI-DI
	     

	Concerned EMDN code 
	     

	Registration number of the certificate in accordance with Annex IX, Chapter II of Regulation (EU) 2017/745 or Regulation (EU) 2017/746
	     


In summary, the following changes to the devices or scientific findings for the device were identified during the previous certification cycle:
All changes to the originally approved device, including changes not yet notified:
	     

	☐
	Applicable documents (attachment):

	
	·      


Experience gained from post-market surveillance:
	     

	☐
	Applicable documents (attachment):

	
	·      


Experience from risk management:
	     

	☐
	Applicable documents (attachment):

	
	·      


Experience gained from updating the proof of compliance with the general safety and performance requirements Annex I:
	     

	☐
	Applicable documents (attachment):

	
	·      


Experience gained from reviews of the clinical evaluation / performance evaluation, including the results of any clinical investigations / performance studies and PMCF / PMPF:
	     

	☐
	Applicable documents (attachment):

	
	·      


Changes to requirements, to components of the device or to the scientific or regulatory environment:
	     

	☐
	Applicable documents (attachment):

	
	·      


Changes to applied or new harmonised standards, common specifications or equivalent documents:
	     

	☐
	Applicable documents (attachment):

	
	·      


Changes in medical, scientific or technical knowledge:
	New treatments:

	     

	☐
	Applicable documents (attachment):

	
	·      

	Changes in test methods:

	     

	☐
	Applicable documents (attachment):

	
	·      

	New scientific findings on materials and components, including findings relating to biocompatibility:

	     

	☐
	Applicable documents (attachment):

	
	·      

	Experience from studies of comparable products:

	     

	☐
	Applicable documents (attachment):

	
	·      

	Data from registers and registries:

	     

	☐
	Applicable documents (attachment):

	
	·      

	Experience from clinical investigations / performance studies with comparable devices:

	     

	☐
	Applicable documents (attachment):

	
	·      




	     
	
	      }.

	Place, Date
	
	Signature or full name in case of electronic transmission
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