
	[image: ]
	PLANNED CHANGE NOTIFICATION FORM
	No: SI.FR.08.11

	
	
	Rev: 07

	
	
	Date: 29.01.2025



	Company Information

	Company Name
	

	Assessment Criteria
	☐ ISO 13485:2016
	☐ EU 2017/745 MDR – Annex XI – Section A

	
	☐ EU 2017/745 MDR – Annex IX
	



	Planned Changes 

	☐	Change of company name
	☐	Scope of operations under the certified management system

	☐	Address (location) change
	☐	Legal, commercial, organizational status or ownership

	☐	Address notation change
	☐	Other contact information 

	☐	Additional Product Categories
	☐	Transfer of the design and production act. to another facility

	☐	New Product
	☐	Change of Management Representative

	☐	Additional production/design facility
	☐	Changes in production technology 

	☐	Changes in intended use and/or indications
	☐	Changes in subcontractors/suppliers 

	☐	Changes in devices’ performance 
	☐	Notices related to Post Market Surveillance/Vigilance System

	☐	Changes in devices ‘safety functions
	☐	Changes in quality manual

	☐	Changes in materials
	☐	New EU Rep 

	☐	Changes in devices’ specifications
	☐	Changes in type standard/ applicable standards

	☐	Changes in production processes
	☐	Change in product description

	☐	Additional Accessories
	☐	Change in label/ IFU 

	☐	Change in risk management
	☐	Other: 



	Please mention all certificates which are affected by changes:






NOTE:	
Depending on the nature of the change, NOTICE may require an on-site or TD assessment for the control of the changes.



	Description of planned changes

	Before Change
	After Change

	
	

	
	

	
	

	
	

	
	

	Reason of Changes

	

	Effect of changes on risk management and general safety and performance requirements

	Does risk management need to be updated?                       
	☐ Yes
	☐ No

	Do general safety and performance requirements documents need to be updated?                                                   
	☐ Yes
	☐ No

	Are product verifications and validations changed?                                      
	☐ Yes
	☐ No

	List of documents submitted together with the change notification

	


							


	
	Date


	Name & Signature







	Change Evaluation Table (This part will be filled by NOTICE)

	Planned Change Description:

	



	Actions to be taken before implementation of planned change

	Evaluation of the Planned Change & Decision on its Acceptance/Rejection 

	Control Items
	Yes
	No
	Remarks

	Does the change impact on the device’s performance, safety, intended use, or classification?
	☐	☐	

	Are the requirements of EU 2017/45 still met after the change?
	☐	☐	

	Does the change necessitate a reclassification of the device?
	☐	☐	

	Does the conformity assessment route remain the same after change?
	☐	☐	

	Is the change classified as critical?
	☐	☐	

	Result
	

	☐ The QMS and the device continue to meet regulatory requirements, therefore, the activities for implementation of change can proceed.
Upon completion of these activities, the Client must notify NOTICE. The change will be considered accepted only after the post-implementation verification actions outlined in this form are completed and deemed satisfactory. If the results are not satisfactory, the change will not be accepted.

	☐ The QMS and/or the device does not continue to meet regulatory requirements, therefore, the planned change cannot be implemented. 

	Actions to be taken after implementation of the planned change

	☐Site Audit 
	Duration:

	☐ Technical Documentation Review
	Duration:

	☐ Other Documentation Review
	Duration:

	Documents to be reviewed

	
	

	
	

	Items to be taken into consideration

	

	

	Evaluated by:
	
	Date
	
	Signature
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