	6.   CHECKLIST FOR SUBMISSION OF ANCILLARY MEDICAL DEVICE COMPONENT

	Company’s Name: 

Product Name: 

Medical Device Name: 

Applicant Name: 
	For MDA Use Only:
Submission ID: MDA/ENL/
Date of Receipt:



	No: 
	Sections
	Y/N/NA
	ObjectiveEvidence /

Name of document
	For MDA Use Only

	1.
	Complete Application Form (Appendix 3) with a cover letter, hardcopy document & electronic copy (CD/Thumb drive)
	
	
	

	2.
	Recognised regulatory agencies approval / clearance 


	
	Name of regulatory authority:______________

Approval type:__________
	

	3.
	Overview of the Medical Device 
	
	
	

	4.
	Labelled pictorial representation for the Medical Device 
	
	
	

	5.
	Description of the accessories 
	
	
	

	6.
	Instruction of use (IFU) / Product Catalogue / Brochure
	
	
	

	7.
	Contraindications, Warnings, Precautions and Potential Adverse Effects related to the Medical Device
	
	
	

	8.
	Materials
	
	
	

	9.
	Commercial marketing history
	
	
	

	10.
	Post Marketing Information
	
	
	

	11.
	Summary of design verification and validation documents
	
	
	

	12.
	Risk analysis
	
	
	

	13.
	Manufacturing information
	
	
	

	14.
	Relevant essential principles and rule used to demonstrate conformity 
	
	
	

	15.
	RM300/RM600 Fee (Bank Draft payable to ‘KUMPULAN WANG PIHAK BERKUASA PERANTI PERUBATAN’)
	
	
	


Explanatory note: Please tick Yes (Y), No (N) or NA (not applicable) to indicate that the requested documentation has been included in your submission. Explain responses in further detail and list related attachments under the Objective Evidence/Name of document column. 
42

