ENGAGEMENT SESSION WITH 
SARAWAK MEDICAL DEVICE INDUSTRY PLAYERS 2024

	No
	Topics
	Sub-Topics
	Establishment
	Issues/Suggestion
	MDA Feedback

	1. 
	Medical Device Registration

	New Registration
	
	
	

	
	
	Re registration

	
	
	

	
	
	Change Notification
	
	
	

	
	
	Change Ownership

	
	
	

	
	
	Others: (please specify)
	
	
	

	2. \
	Establishment License
	New

	
	
	

	
	
	Renewal

	
	
	

	
	
	Amendment

	
	
	

	
	
	Change Ownership

	
	
	

	
	
	Multiple authorize representative (AR)

	
	
	

	
	
	Tendering agent

	
	
	

	
	
	Others:
(please specify)

	
	
	

	3. 
	Conformity Assessment Procedure by CAB

	Full Assessment
	
	
	

	
	
	Verification
	
	
	

	
	
	Others: 
(please specify)
	
	
	

	4. 
	Labelling of Medical Devices
	Medical Device Guidance Document : Requirements For Labelling Of Medical Devices

	
	
	

	
	
	Others: (please specify)
	
	
	

	5. 
	Medical Devices (Duties & Obligations of Establishment) Regulation 2019
	Medical Devices Centralize Reporting System (MEDCREST) 

	
	
	

	
	
	Others: (please specify)
	
	
	

	6. 
	Medical Device (Advertising) Regulations 2019

	Code of advertisement (CoA)
	
	
	

	
	
	Application for Medical Device Advertisement Approval
	
	
	

	
	
	Others: (please specify)
	
	
	

	7. 
	Medical Devices (Exemption) Order 2016
	Special Access

	
	
	

	
	
	Custom-made

	
	
	

	
	
	Demonstration for marketing

	
	
	

	
	
	Education

	
	
	

	
	
	Clinical Research
	
	
	

	
	
	Others: (please specify)


	
	
	

	8. 
	Industrial Assistance
	Certificate free sales (CFS)/ Manufacturing certificate

	
	
	

	9. 
	
	
	
	
	

	
	
	Notification of Export Only Medical Devices

	
	
	

	
	
	Consultation

	
	
	

	
	
	
	
	
	

	
	
	Import for Re-export

	
	
	

	
	
	[bookmark: _GoBack]Export Certificate (EC)
	
	
	

	
	
	Others: (please specify)

	
	
	

	10. 
	Permit Import Customs (Prohibition of Imports) Order 2017

	
	
	

	11. 
	Refurbishment of Medical Devices
	
	
	

	12. 
	Others: (please specify)

	
	
	



2

