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	1
	APPLICANT DETAILS


	
	Name of Applicant



	
	Email



	
	Contact Number



	
	Name of Company/Establishment



	
	Address



	
	Establishment License Status (Please tick appropriate box)


	
	☐ Establishment License available  
Please state the Establishment License Number :

…………………………………

	☐ No Establishment License 


	
	Company’s Role :

	

	
	Manufacturer
Authorised Representative
Distributor
Importer
	☐
☐
☐
☐
	

	2.
	CONSULTATION FEES
Fees RM100 for 1 Hour Consultation
· Subsequent fee may be imposed for additional consultation hour
· Please provide questions that can be reasonably answered in 1 hour
· You may choose more than one of the topics below

	i. 
	☐  Registration
	Questions

	
	a. General Medical Device
	

	
	b. In-Vitro Diagnostic Device
	

	
	c. Combination Product
	

	
	d. Others : (please specify)
	

	ii. 
	☐  Labeling of Medical Device
	Questions

	
	a. Medical Device Guidance Document : Requirements For Labelling Of Medical Devices
	

	
	b. Others : (please specify)
	

	iii. 
	☐  Establishment License
	Questions

	
	a. New
	

	
	b. Renewal
	

	
	c. Amendment
	

	
	d. Change of Ownership
	

	
	e. Others : (please specify)
	

	iv. 
	☐ Medical Devices (Duties & Obligations of Establishment) Regulation 2019
	Questions

	
	a. Medical Devices Centralize Reporting System (MEDCREST) 
	

	
	b. Complaint Handling
	

	
	c. Distribution Records  
	

	
	d. Field Corrective Action (FCA)
	

	
	e. Mandatory Problem Reporting
	

	
	f. Medical Device Recall
	

	
	g. Others : (please specify)
	

	v. 
	☐ Medical Device (Advertising) Regulations 2019
	Questions

	
	a. Code of advertisement (CoA)
	

	
	b. Application for Medical Device Advertisement Approval
	

	
	c. Others: (please specify)
	

	vi. 
	☐ Medical Devices (Exemption) Order 2016
	Questions

	
	a. Special Access
	

	
	b. Custom-made
	

	
	c. Demonstration for marketing
	

	
	d. Education
	

	
	e. Clinical Research
	

	
	f. Others: (please specify)
	

	vii. 
	☐  Industrial Assistance
	Questions

	
	a. Certificate of Free Sale (CFS)/ Manufacturing certificate
	

	
	b. Notification of Export Only Medical Devices
	

	
	c. Import for Re-export
	

	
	d. Import Permit
	

	
	e. Post Importation Labeling
	

	
	f. Others: (please specify)
	

	viii. 
	☐  Refurbishment of Medical Device
	Questions


	ix. 
	☐  Good Distribution Practice For Medical Devices (GDPMD)
	Questions



	x. 
	☐  Others : (please specify)
	Questions


	3. 
	Mode of Consultation : 

☐ Physical meeting (Max three person per session)	
☐ Online Meeting 
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