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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 PACKAGE
Note : Please refer to package details and you may select multiple packages

	Package(s): ________________________________
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Consultancy Package 
(Please select package/module)
	                    Venue

Package
	Venue


	
	MDA Office
	Stakeholder’s Office

	PACKAGE 1
Development of Good Distribution Practice for Medical Devices (GDPMD)
 

	Choose your module

RM 600 for each module
· 3 participants maximum 
· 2 hours per module


	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days


	Choose your module

RM 600 for each module 
· 2 hours per module

*Miscellaneous Charges borne by client
	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days
**Miscellaneous Charges borne by client

	Module1: Explanation of clauses in GDPMD &   procedures need to be developed for your GDPMD
	☐


	☐

	☐
	☐


	Module 2: Explanation on MS 2058 - Code of Practise Engineering Maintenance Management
	☐

	
	☐
	

	PACKAGE 2
Establishment Licence Application 


	Choose your module

RM 600 for each module
· 3 participants maximum 
· 2 hours per module


	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days


	Choose your module

RM 600 for each module 
· 2 hours per module

*Miscellaneous Charges borne by client 
	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days
**Miscellaneous Charges borne by client

	Module 1:  Requirement for Establishment License/ Renewal/Amendment/Withdrawal Application & Hands-on Medc@st Form Online

	☐

	☐

	☐
	☐


	Module 2:  Requirement for Change of Ownership Application & Hands-on Medc@st Form Online

	☐

	
	☐
	

	PACKAGE 3
Medical Device Registration Online Application via *Medc@st System

Note : Medcast account has been created

	Choose your module

RM 600 for each module
· 3 participants maximum 
· 2 hours per module

	BESPOKE
*1 Day (8hrs)
RM 2400 

*Minimum number of days



	Choose your module

RM 600 for each module 
· 2 hours per module

*Miscellaneous Charges borne by client 
	BESPOKE
1 Day (8hrs)
RM 2400 

*Minimum number of days
**Miscellaneous Charges borne by client


	Module 1: Registration application for GMD/IVD (including combination product)

	☐

	☐	☐
	☐


	Module 2: Change Notification application for registered GMD/IVD
 
	☐

	
	☐
	

	PACKAGE 4
Medical Devices (Exemption) Order 2016 – Notification 


	Choose your module

RM 600 for each module
· 3 participants maximum 
· 2 hours per module

	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days


	Choose your module

RM 600 for each module 
· 2 hours per module

*Miscellaneous Charges borne by client 
	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days
**Miscellaneous Charges borne by client




	Module 1:  Clinical investigation of Medical Device – Explanation on ISO 14155

	☐

	☐

	☐

	☐


	Module 2:  Explanation on requirement for Device Study Notification & Hands-on Medc@st Form Online

	☐


	
	☐

	

	Module 3:  Explanation on requirement for Clinical Research Use Notification & Hands-on Medc@st Form Online

	☐

	
	☐
	

	Module 4:   Explanation on requirements for custom-made medical device notification.

	☐

	
	☐
	

	Module 5:   Explanation on demonstration for marketing and education purposes notification & Hands-on Medc@st Form Online


	☐

	
	☐
	

	Module 6:   Explanation on special access medical device notification & Hands-on Medc@st Form Online.


	☐

	
	☐

	

	Package 5
Medical device Risk Classification & Grouping

	Choose your module

RM 600 for each module
· 3 participants maximum 
· 2 hours per module

	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days

	Choose your module

RM 600 for each module 
· 2 hours per module

*Miscellaneous Charges borne by client
	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days
**Miscellaneous Charges borne by client



	Module 1: General Medical Device


	☐	☐	☐	☐
	Module 2: In-vitro Diagnostic Medical Device



	☐	
	
	

	PACKAGE 6
Full package of Medical Device Registration


	Be spoke only
*3 Days (24hrs)
RM7200

*Minimum number of days

	Be spoke only
*3 Days (24hrs)
RM7200

*Minimum number of days
**Miscellaneous Charges borne by client

	
What would you get?
1. Classification of medical device in accordance with classification rules (Class A/B/C/D);
2. General Medical Device Grouping in accordance with rules of grouping;
3. IVD Grouping in accordance with rules of grouping;
4. CSDT preparation and its elements in CSDT & Declaration of Conformity (DoC);
5. Requirement of conformity assessment for the purpose of medical device registration;
6. Conformity Assessment by Way of Verification in accordance with MDA Circular Letter No. 2/2014: Conformity Assessment Procedure for Medical Device Approved by Recognised Countries;
7. Requirement for verification process and documentations review (Quality Management System-QMS, Post Market Surveillance System-PMS, Technical Documentation – CSDT & Declaration of Conformity - DoC);
8. Application for registration via Medc@st System.



	☐




	☐

	PACKAGE 7 
Medical Device-Drug and Drug-Medical Device Combination Products (in accordance with Guideline for Registration of Drug-Medical Device and Medical Device-Drug Combination Products)
	Choose your module

RM 600 for each module
· 3 participants maximum 
· 2 hours per module


	BESPOKE
*1.5 days (12hrs)
RM3600

*Minimum number of days


	Choose your module

RM 600 for each module 
· 2 hours per module

*Miscellaneous Charges borne by client 
	BESPOKE
*1.5 days (12hrs)
RM3600

*Minimum number of days
**Miscellaneous Charges borne by client


	Module 1:   Explanation on registration process of Combination Products 

	☐
	☐

	☐
	☐


	Module 2:    Application for a Change/Variation of Ancillary Components for Combination Products

	☐
	
	☐
	

	Module 3:   Notification of incidents for Combination Products 


	☐
	
	☐
	

	PACKAGE 8
Change Notification for Registered MD


	Choose your module

RM 600 for each module
· 3 participants maximum 
· 2 hours per module


	BESPOKE
*1.5 days (12hrs)
RM3600

*Minimum number of days


	Choose your module

RM 600 for each module 
· 2 hours per module

*Miscellaneous Charges borne by client 
	BESPOKE
*1.5 days (12hrs)
RM3600

*Minimum number of days
**Miscellaneous Charges borne by client

	Module 1: Explanation on categories of changes in accordance with Guidance Document on Change Notification of Registered Medical Device.

	☐

	☐

	☐

	☐


	Module 2:     MedCast Hands on application 
	☐
	
	☐

	

	PACKAGE 9
Labelling of Medical Device 

	Choose your module

RM 600 for each module
· 3 participants maximum 
· 2 hours per module


	BESPOKE
*1.5 days (12hrs)
RM3600

*Minimum number of days


	Choose your module

RM 600 for each module 
· 2 hours per module

*Miscellaneous Charges borne by client 
	BESPOKE
*1.5 days (12hrs)
RM3600

*Minimum number of days
**Miscellaneous Charges borne by client

	Module 1:   Explanation on requirements for labelling of Medical Devices

	☐
	☐
	☐
	☐

	Module 2:  Labelling - documentation review

	☐

	
	☐

	

	PACKAGE 10
Duties & Obligations of Establishment: Post-Market Activities

	Choose your module

RM 600 for each module
· 3 participants maximum 
· 2 hours per module


	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days


	Choose your module

RM 600 for each module 
· 2 hours per module

*Miscellaneous Charges borne by client 
	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days
**Miscellaneous Charges borne by client

	Module 1:  Explanation on Post-Market Surveillance and Vigilance Requirements - cross refer to QMS

	☐
	☐
	☐
	☐

	Module 2:  Mandatory Problem Reporting (MPR) via Medical Devices Centralize Reporting System (MEDCREST) including Incident Criteria and reporting format (MPR and investigation)

	☐
	
	☐
	

	Module 3:   Field Corrective Action with documentation review (FSCA Report)  and medical device recall and submission of report via Medical Devices Centralize Reporting System (MEDCREST)

	☐
	
	☐
	

	Module 4:  Distribution record, Medical Device Complaint Handling, and Corrective & Preventive Action (CAPA)
	☐
	
	☐
	

	PACKAGE 11
Registration of Conformity Assessment Body (CAB) 


	Choose your module

RM 600 for each module
· 3 participants maximum 
· 2 hours per module


	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days


	Choose your module

RM 600 for each module 
· 2 hours per module

*Miscellaneous Charges borne by client 

	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days
**Miscellaneous Charges borne by client



	Module 1:  Requirements for CAB Registration

	☐
	☐

	☐
	☐


	Module 2:  Explanation of Fourth Schedule of Medical Device Regulations 2012
	☐

	
	☐
	

	PACKAGE 12
Trade Facilitation

	Choose your module

RM 600 for each module
· 3 participants maximum 
· 2 hours per module


	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days


	Choose your module

RM 600 for each module 
· 2 hours per module

*Miscellaneous Charges borne by client 
	BESPOKE
*2 days (16hrs)
RM4800

*Minimum number of days
**Miscellaneous Charges borne by client


	Module 1:   Certificate of Free Sale for Registered Medical Device (CFS)/ Export Certificate (Export Only Medical Device/Manufacturing Certificate (MC) 


	☐
	☐
	☐
	☐

	Module 2:   Export Only Medical Device Notification 


	☐

	
	☐

	

	Module 3:   Import for Re-export


	☐
	
	☐
	

	Module 4:   Import Permit/Verification Slip


	☐
	
	☐
	

	Module 5:   Orphaned/Obsolete/Discontinued Medical Device


	☐
	
	☐
	

	Module 6:  Refurbishment of Medical Device



	☐




	
	☐

	

	PACKAGE 13
*Document Review 
Note : subject to early submission of documents before consultancy session

	Be spoke only
*2 Days (16hrs)
RM4800

*Minimum number of days 
	Be spoke only
*2 Days (16hrs)
RM4800

*Minimum number of days
**Miscellaneous Charges borne by client 

	Module 1:    Good Distribution Practice for Medical Devices (GDPMD)

	
	

	Module 2:   Field Corrective Action (FCA) Report 

	
	

	Module 3:  Registration of Conformity Assessment Body (CAB)

	
	

	Module 4:   Clinical investigation of Medical Device – Investigational Brochure 

	
	

	PACKAGE 14
Document Development

	Be spoke only
*3 Days (24hrs)
RM7200

*Minimum number of days

	Be spoke only
*3 Days (24hrs)
RM7200

*Minimum number of days
**Miscellaneous Charges borne by client 

	Module 1:    Good Distribution Practice for Medical Devices (GDPMD)

	
	

	Module 2:   Clinical investigation of Medical Device – Investigational Brochure 

	
	



Remarks:
1. Charges for Medical Device Consultancy approved by MDA Board on 28/8/2018: RM600 for 2 hours session
2. Subscription of a subsequent session is required if the initial session exceeds the specified minimum number of days  
3. Miscellaneous Charges means expenses required for:
i. meeting space, food & beverage;
ii. MDA’s officer(s) travelling & accommodation costs
iii. MDA’s officer(s) meal allowance

image2.png
AUTHORITY
MALAYSIA





image1.png
AANBAK MyTY

A

-l

\





