Change Notification Form
1. COMPANY INFORMATION
	Company Name
	

	Company Address	
	

	SRN
	

	Contact Person
	

	Contact Information
	



	Where the change includes, new, not approved products (scope extension), new locations, new critical supplier, please fill in FR.MED.01 Application form and its related annexes for the change notification. The manufacturer shall not make any significant changes according to MDCG 2020-3 rev.1 for the legacy devices during the transition period defined in (EU) 2023/607 Regulation.



2. DEFINITION OF CHANGE
	Definition of Change
(Please give a summary of change.) 
	

	Certificate Numbers Affected by the Change
	ISO 13485 Certificate: 
Regulation (EU) 2017/745 Certificate:  
Confirmation Letter Number: 

	Products/Models Related to the Change Request
	



3. CHANGE GROUP(s) AND SUBGROUP(S)
Check all that apply and specify the corresponding details.
	
	MDR Article 120 
	Regulation 
(EU) 2017/745
	ISO 13485:2016

	· A. CLINICAL


	· Intended Use
(e.g., Indications, Contra-Indications, Adverse Effects, Warnings)
	☐	☐	☐
	· PMCF Commitments
(Any revision to the approved PMCF activities in PMCF Plan)
	☐	☐	☐
	· Mode of Operation
	☐	☐	☐
	· Other(s)
	☐	☐	☐
	B. DESIGN

	· Design Specifications
(Changes to core design inputs/requirements)
	☐	☐	☐
	· Performance Characteristics
(Revision to quantitative/qualitative performance criteria or acceptance limits)
	☐	☐	☐
	· Technical Features
(Modifications to technical architecture or components that enable performance)
	☐	☐	☐
	· Software Changes
(Revisions to embedded or standalone software/firmware, including features, algorithms)
	☐	☐	☐
	· Usability Characteristics
(Changes affecting human factors and user interaction)
	☐	☐	☐
	· Kits/ Combination Configurations
(Add/remove/configure device components, accessories, or consumables supplied as a procedure pack/system)
	☐	☐	☐
	· Other(s)
(Any design‑related change not indicated above)
	☐	☐	☐
	C. MATERIALS, SUBSTANCE & COMPONENTS

	· Change in Directly/ Indirectly Contacting Material (Same Contact Type/Duration)
	☐	☐	☐
	· Change in Directly/ Indirectly Contacting Material (New Contact Type/Duration)
	☐	☐	☐
	· Change in Non-contacting Material 
	☐	☐	☐
	· Biocompatibility Relevant Additive/Adhesive/Ink/ Other Materials Addiiton
	☐	☐	☐
	· Change in Substance or Medicinal Product/Device/Substance Components
	☐	☐	☐
	· Component Obsolescence/Alternate Source
	☐	☐	☐
	· Other(s)
	☐	☐	☐
	D. MANUFACTURING PROCESS AND EQUIPMENT

	· New Manufacturing/Testing Lines 
	☐	☐	☐
	· New Manufacturing/Testing Equipment or Accessories
	☐	☐	☐
	· Replacement of Manufacturing/Testing Equipment or Accessories

	☐	☐	☐
	· Process Technology Changes
(e.g., manual→automated assembly, new vision system, new joining/welding method, new measurement principle)
	☐	☐	☐
	· Other(s)
	☐	☐	☐
	E. STERILIZATION

	· Sterilization Method Change

	☐	☐	☐
	· Changes in Validated Sterilization Parameters and Equipment
(Sterilization cycle/parameter adjustments, load configuration, chamber/equipment changes)
	☐	☐	☐
	· Other(s)
	☐	☐	☐
	F. PACKAGING, STORAGE

	· Changes in Packaging Process Parameters and Equipment
(Sealer settings, forming parameters, sealing tools/dies, printers/label applicators, packaging machines)
	☐	☐	☐
	· Primary Sterile Barrier System
	☐	☐	☐
	· Secondary/ Tertiary Packaging
	☐	☐	☐
	· Label Carrier/Print Method/UDI Carrier
	☐	☐	☐
	· Shelf Life/Storage Conditions/Transportation Testing
	☐	☐	☐
	· Other(s)
	☐	☐	☐
	G. LABELLING, IFU, UDI

	· Editorial/Administrative Update
	☐	☐	☐
	· Intended Purpose/Indications/Contraindication/Warning/Contraindication/Precaution Changes
	☐	☐	☐
	· UDI Assignment/Basic UDI‑DI Device Family Changes
	☐	☐	☐
	· Languages/Symbols
	☐	☐	☐
	· Other(s)
	☐	☐	☐
	H. CRITICAL SUPPLIER

	· New Critical Supplier/Subcontractor
	☐	☐	☐
	· Change to a Critical Supplier (Scope/Site/Process)
	☐	☐	☐
	· Alternate Raw Material/Component Supplier
	☐	☐	☐
	· Other(s)
	☐	☐	☐
	I. QMS and Organizational Changes

	· Any Contractual Information 
(Ownership/Legal Entity/ Legal Manufacturer name/address/ Number of Employees)
	☐	☐	☐
	· PRRC or Key Personnel Changes
	☐	☐	☐
	· Information Related to EU Representative
	☐	☐	☐
	· Information in EUDAMED Registration
	☐	☐	☐
	· Change in QMS Structure
	☐	☐	☐
	· QMS Scope/Process Changes (ISO 13485)
	☐	☐	☐
	· Other(s)
	☐	☐	☐
	J. SITES AND FACILITIES

	· New Office /Manufacturing/ Site / Warehouse/ Sterilization/ Cleanroom 
(Any location)
	☐	☐	☐
	· Site Relocation/Layout Changes
	☐	☐	☐
	· Other(s)
	☐	☐	☐
	K. PRODUCT

	· New Device(s) Addition
	☐	☐	☐
	· New Model(s) Addition
	☐	☐	☐
	· New Accessories Addition
	☐	☐	☐
	· New Brands
	☐	☐	☐
	· Other(s)
	☐	☐	☐


4. DETAILS OF CHANGE (Submit Additional Documents if Requires)

	Brief Comparison of Proposed Changes with Previous Situation 
Summarize the modification and highlight differences from the approved configuration.

	

	Reason for the Change
(e.g., CAPA, supplier issue, obsolescence, performance enhancement, regulatory request)

	

	Verification/Validation and Risk Management Updates
(Define validations performed or repeated (design, process, software, sterilisation, packaging, shelf life, usability). Reference protocols/reports and explain the rationale. Summarise risk file updates (new hazards, severity/probability changes, residual risk))

	

	Technical Documentation Updates
(Provide the reference to updated TD sections)

	

	Relevance to MDR GSPRs
(Define GSPRs newly affected or with updated justifications and explain how conformity is maintained (standards, tests, controls, residual risk))

	

	Site and Resource Implications
(If process is relocated new site, specify locations, equipment needing (re)qualification, and changes in number of employees)

	

	Other Documents Affected by the Change
(Please state the section and page information and please send the changed documents.) 
	

	New Documents Created as a Result of the Change (e.g., Test Report) 
(Please send related documents.)
	

	Additional Information
(Include any other details relevant to CAB assessment or internal approval)
	



5. APPROVAL

	Company Representative For Change Notification 
	Name, Surname
	Signature
	Date
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