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Part A: To be completed by Customer
	
	

	Customer Name
	<Company name>

	Product
	<Product name>
	Single Registration Number (SRN)
	Click or tap here to enter text.
	Contact Person
	Click or tap here to enter text.
	Email Contact Person
	Click or tap here to enter text.

	Reference Contractual Agreement
	Click or tap here to enter text.

	Reference Certificate(s)
	Click or tap here to enter text.
	Submission Date
	Click or tap to enter a date.

Instructions

Please fill in a separate Notice of Change (NoC) form per individual change. After completion of the NoC form, please send the completed form in MS Word format to nl.nboffice@kiwa.com. 
Applicable conformity assessment route [footnoteRef:2] [2:  Indicated on your CE certificate for certified products] 


Check the applicable box below:
☐ 	Annex IX or Annex XI part A and/or (EN-)ISO 13485
	 Continue with section 1.2.1
☐ 	Annex IX section 4 (Class III devices) or Annex X
	 Continue with section 1.2.2
[bookmark: _Ref189582812]
Annex IX or Annex IX part A and/or (EN-)ISO 13485

Please indicate on which areas the change has an effect:

A. Product-related changes

	Substantial changes [footnoteRef:3] [3:  Changes that are or might be substantial] 


	☐	Addition of a new product/ generic device group (fourth level EMDN code for class IIb) or subcategory (MDA code for class Is and/or Im and IIa)

	☐	Change in the intended purpose or Basic UDI-DI of a device where the classification and MDA code (class Is and/or Im or IIa) or fourth level EMDN code (class IIb) are affected

	☐	Changes to labelling regarding warnings, precautions, indications or contra-indications

	☐	Original technical documentation (TD) is separated in two new TDs where one or both of the TDs are covered under a new generic device group (fourth level EMDN code for class IIb) or subcategory (MDA code for class Is and/or Im and IIa)

	☐	Deletion of a product or generic device group or subcategory

	Non-substantial changes [footnoteRef:4] [4:  Changes that are not falling under the ‘ substantial’ definition, but might require update of the certification planning and / or certificate. Note that additional activities, for example, new TD review or limited TD review (focusing on change), might still be required before the change can be accepted!] 


	☐	Addition of a new device within the certified generic device group (fourth level EMDN code for class IIb) or subcategory (MDA code for class Is and/or Im and IIa)

	☐	Change in the intended purpose of a device where the classification and MDA code (class Is and/or Im and IIa) or fourth level of EMDN code (class IIb) are not affected. 

Note: changes in intended purpose also cover changes medical indications, part of the body or type of tissue interacted with, intended user, intended patient population, intended environment for use (e.g., from hospital use to home use) and operating principle.

	☐	Change in Basic UDI-DI of a device where the classification and MDA code (class Is and/or Im and IIa) or fourth level of EMDN code (class IIb) are not affected. 

Note: a change of Basic UDI-DI is required when the intended purpose, risk class or essential design and manufacturing characteristics are changed, as per MDCG 2018-1.

	☐	Change to the EMDN code (at the fourth level) applied to a class IIb device (where the device is not changed, but a better fitting EMDN code is issued by the authorities or detected by the manufacturer.





B. QMS-related changes

	Substantial changes [footnoteRef:5] [5:  Changes that are or might be substantial] 


	☐	Name or brand name of the company/ legal entitity or authorized representative

	☐	Address of the legal manufacturer or authorised representative

	☐	Address of secondary locations e.g., production sites, distribution sites etc.

	☐	Addition or deletion of a production location

	☐	Change of authorised representative

	☐	Legal, commercial, organizational status or ownership of manufacturer or authorised representative

	☐	Organization and management (e.g. key managerial, decision-making or technical staff)

	☐	ISO 13485 scope activities (product types / key technologies)

	☐	Change in sites under the certified management system

	☐	Organizational changes or relevant changes in the structuring of the quality management system

	☐	Changes in manufacturing processes, facilities or equipment affecting the device’s safety or performance 

	☐	Changes to critical subcontractors or crucial suppliers

	☐	Changes in special processes (e.g., sterilization methods, procedures or clean rooms)

	☐	Change in compliance of the quality system with its own regulatory requirements, such as
· the transition from a paper to electronic quality management system software;
· changes in the type of software used to support the quality system;
· the separation of the original quality system in multiple separate quality systems, e.g., in case a new private company is established

	☐	Transfer to another CAB (EN-ISO 13485)

	☐	Transfer to another NB (MDR)

	☐	Request for discontinuation of CAB activities (EN-ISO 13485)

	☐	Request for discontinuation of NB activities (MDR)

	Non-substantial changes [footnoteRef:6] [6:  Changes that not substantial but might require update of the certification planning and / or certificate] 


	☐	Production hours and/or number of shifts

	☐	Number of employees covered under the certified scope

	
	





[bookmark: _Ref189582815]
Annex IX section 4 (Class III devices) or Annex X

Please indicate on which areas the change has an effect:

Product-related changes

	Substantial changes [footnoteRef:7] [7:  Changes that are or might be substantial] 


	☐	Brand name or model name

	☐	New or (additional) accessories

	☐	Changes in labelling and accompanying documents (with the exemption of changes for the purpose of clarification, not altering indications for use)

	☐	Changes to the user manual, other than typographical or grammatical changes or minor clarifications to warnings and explanation

	☐	Changes in medical claims

	☐	Any change in design that may affect conformity (minor or major)

	☐	Changes in software that affects safety or performance

	☐	Changes in intended purpose (including limitations). 

Note: changes in intended purpose also cover changes in intended user, intended patient population, intended environment for use (e.g., from hospital use to home use) and intended medical indication.

	☐	Changes in conditions for use (contra-indications, risks, relevant warnings)

	☐	Changes in operating principle (e.g. use of a different energy source)

	☐	Changes in product specifications

	☐	Changes in materials

	☐	Changes in sterilization method or sterilization cycle

	☐	Change(s) in manufacturing process

	☐	Changes in packaging that can affect safety or performance and/ or change in sterile barrier system

	☐	Changes in crucial suppliers and critical subcontractors

	
	




Provided Evidence

	☐	Impact assessment and risk analysis [footnoteRef:8] [8:  Mandatory for all changes] 


	☐	GSPR check list and list of applied standards [footnoteRef:9] [9:  Mandatory for product-related changes] 


	☐	(draft) Declaration of Conformity (in case of product discontinuation: closed DoC) [footnoteRef:10] [10:  Mandatory for all changes] 


	☐	List other evidence here:
Click or tap here to enter text.


	Description of the proposed change

	Click or tap here to enter text.  


	Date implementation when the change will be completed

	Click or tap here to enter text. 


	Impact on compliancy of products and/or QMS

	Click or tap here to enter text.  


	Confirmation for retracting Notification of Change

	Note: only applicable if the Manufacturer decides to not implement a previously reported change

Click or tap here to enter text. 





Part B: To be completed by Kiwa

Please refer to section 4.7 of document 1739 

	1. Evaluation of change 

	Click or tap here to enter text.


	2. NoC can be accepted 

	☐ 	Yes, for follow-up actions of the NB, refer to section 6
☐ 	Not yet accepted, identified actions are required (see section 4 and/or section 5)
☐ 	No: Click or tap here to enter text. 

	3. Conclusion 

	The change is:
☐	Substantial
☐	Non-substantial
☐	Not yet determined

Justification:
Click or tap here to enter text.  

	4. Necessary follow-up actions of Manufacturer [footnoteRef:11] [11:  Actions needed by the manufacturer before the change notification can be accepted, e.g. providing additional evidence. Evidence of the actions should be provided to Kiwa before the change can be accepted.] 


	☐	Not applicable
☐	The following action(s) are required by the Manufacturer: Click or tap here to enter text.
☐ 	The change requires an update of Eudamed by the Manufacturer: Click or tap here to enter text.  

	5. Necessary follow-up actions NB before the change can be accepted [footnoteRef:12] [12:  To be completed before acceptation of the change notification.] 


	☐ 	Additional round of NoC review (estimated at Choose an item. hours)
☐ 	Extended TD review of the change (estimated at Choose an item. hours) before the manufacturer is allowed to 	apply the change.
☐	Request new application for application review (additional fee for Application Review applies)
☐	Any other action:  Click or tap here to enter text. 

	6. Necessary follow-up actions NB after the change is accepted [footnoteRef:13] [13:  To be completed as soon as possible after acceptation of the change notification.] 


	☐	No follow-up actions are required, because:  Click or tap here to enter text. 
☐	Adaption of the TD sampling plan
☐	Issue amended certificate (additional fee for Change of Certification applies) 
	Note for Manufacturer: the change can only be implemented once the new certificate has been issued
☐	Substantial change: Issue supplement to certificate (additional fee for Change of Certification applies) 
	Note for Manufacturer: the change can only be implemented once the new supplement has been issued
☐	Add action to the CCP for review of this NoC during next audit (estimated at Choose an item. hours).
☐	Any other action:  Click or tap here to enter text.  

	7. Approval Certification Decision Maker required?

	Approval of the Certification Decision Maker is required:
☐	No
☐	Yes, because the following applies:
	☐	Extended TD review is required before the change can be accepted
	☐	New application review is required
	☐	Additional audit is required (outside the regular surveillance program)

	Assessed by
	Click or tap here to enter text.
	Function
	Choose an item.
	Date of assessment
	Click or tap to enter a date.


	Approval Certification Decision Maker (if applicable, see section 7)

	Reviewed by
	Click or tap here to enter text. 

	Function
	Certification Decision Maker

	Date of review
	Click or tap to enter a date. 
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