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	APPENDIX A1
MEDICAL DEVICE INFORMATION & EVENT DETAILS
(medical device for the purpose of demonstration for marketing)




	Please complete all section of this form. *Please tick the appropriate boxes accordingly

	TYPE OF APPLICATION*

	 Education

	 Demonstration for marketing :

	 New                  
	 Subsequent application; 
    Please state previous Notification ID:-

	DETAILS OF APPLICANT

	Name of Person Responsible:
(Top Management)

	NRIC/Passport Number:
	Designation:

	Name of Contact Person:

	Telephone No.:
	Email:

	Company/Organization Name:

	Company/Organization Address:

	City:
	State:

	Role of Establishment*
If your company hold an “establishment license” according to the type of establishment in Section 2 Act 737, please select type of license and state license number :-
 Manufacturer - License No. ____________________
 Authorized Representative - License No. ____________________
 Distributor / Importer - License No. ____________________ 

	MEDICAL DEVICE INFORMATIONS  

	1. Please provide details of the medical device according to Appendix A1 (Demonstration) or A2 (Education). 
2. For new application, please provide supporting document for medical device: Sample of device label and promotional material (such as brochure, pamphlet or catalogue).

	ATTESTATIONS & DECLARATION 
(Please read carefully & tick as appropriate)

	I, the undersigned, hereby attest and declare that:

	
	The product(s) indicated on this application is/are medical device(s) according to the definition of “medical device” set out in Section 2, Medical Device Act 2012 (Act 737).

	
	I shall not import and/or supply unregistered medical device(s) as in Appendix A1 or A2 prior to obtaining Acknowledgement on Notification from the Authority.

	
	I shall import and/or supply unregistered medical device(s) as in Appendix A1 or A2 only for the purpose stated in this application only.

	
	I shall not use the unregistered medical device(s) as in Appendix A1 or A2 on a human or use to provide result or information to support or reject the patient’s diagnosis/treatment.

	
	I shall appropriately label the medical device(s) “For Demonstration Purpose Only. Not for Use on Human”.

	
	I shall comply fully with the terms and conditions imposed in the Acknowledgement on Notification by the Authority.

	
	I am aware that advertising of any unregistered medical device is strictly prohibited under Section 44, Act 737. 

	
	I shall verify with relevant competent authorities on any other law or regulations in Malaysia, if applicable (i.e. Royal Malaysian Customs, Atomic Energy Licensing Board, etc)

	
	For the purpose of demonstration for marketing, I shall ensure that the unregistered medical device(s) as in Appendix A will properly dispose of or destroyed or exported out of Malaysia within the timeframe stipulated by the Authority.

	
	The information provided on this application is accurate, correct, complete and current to this date.  I understand and acknowledge that it is an offence to make signs or furnish any declaration, or other document which is untrue, inaccurate or misleading as required by Section 76 of Medical Device Act 2012 (Act 737).

	Signature:

	Name:

	Company stamp:
Date:

	Please return this form to :
Chief Executive Medical Device Authority
Email : bpt@mdb.gov.my
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	NOTIFICATION OF MEDICAL DEVICE FOR :
(In accordance with Medical Device (Exemption) Order 2016)
· DEMONSTRATION FOR MARKETING; OR
· THE PURPOSE OF EDUCATION
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Event details

	Period of Demonstration:
(Max 90days from date of importation)
	




	No.
	Demonstration Date 
	Type of Event (please provide event details e.g. brochures, official website, letter etc) :
· Trade show, fair or exhibition  
· Presentation / Explanation
	Demo location (Name & address)
	Total Quantity Supplied/Location (Provide separate justification / description on this requirement)


	
	
	
	
	

	
	
	
	
	

	
	
	
	
	





Medical Device details


	No.
	Name of device, components, accessories or reagents as per product label:
	Manufacturer


	Brand
	Model / Ref No.
	Qty
	Device Intended use
	Class & Rule
(according to Medical Device Regulation 2012)
	State Marketing Approval Status in other country(-ies)
· Registered
· Exempted/Self-declared
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