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HEALTH INDUSTRY INFORMATION PROFORMA
(PRODUCT DEVELOPMENT)

*Please fill in this proforma for product and health technologies and revert to healthindustry.cptk@moh.gov.my
	Company Information
	Contact Information Details

	Date:
	
	Name:
	

	Company name:
	
	Position in company:
	

	Address:
	
	Email:
	

	
	
	Telephone:
	



Reason for Seeking Advice:
	





	A. DETAILS OF TECHNOLOGY/INNOVATION

	

	Technology name:
	



	Type of technology:
	
	Medical Device
	
	Digital Health Technology

	
	
	
	
	

	
	
	Pharmaceutical
	
	Intervention/procedure

	
	
	
	
	

	
	
	Biotechnology
	
	Other: ________________



	Patient group/indication:
	



	Brief description of the product/technology (i.e. what is it, how it works and the value added):

	Declaration of Confidential/Non-confidential Information

	
	Confidential
	
	Non-confidential

	

	

	

	Regulatory status: 
	
	Submitted to regulatory authorities (Please state date and name of authority_______________________________

	
	
	

	
	
	In progress for regulatory approval

	
	
	

	
	
	No submission for regulatory approval

	
	
	

	
	
	Not applicable

	
	
	

	Availability of similar product/technology in other country: (Please mark which applicable)
	
	Yes 

	
	
	

	
	
	No



If yes, please indicate which country: _______________________________________________

	Research evidence available for the product/technology: 
	
	Yes 

	(Please mark which applicable)
	
	

	
	
	No

	
	
	


(If yes, please attach relevant research document and declare the confidential/non-confidential information)
	
	Confidential
	
	Non-confidential

	


	Type of innovation:
	
	New/Novel

	
	
	

	
	
	Incremental (significant innovation of an existing technology)  

	
	
	

	
	
	New indication



	Innovation maturity level:
	
	1
	Need: insights into unmet clinical needs & available solutions

	
	
	
	

	
	
	2
	Idea: potential solution to unmet need described, evaluated & selected

	
	
	
	

	
	
	3
	Proof of Concept (PoC): key component concepts validated in models & value proposition tested

	
	
	
	

	
	
	4
	Proof of Feasibility (PoF): feasibility of whole solution demonstrated in models & in feedback from stakeholders

	
	
	
	

	
	
	
	

	
	
	5
	Proof of Value (PoV): the potential of the solution to work and create value for all stakeholders is demonstrated

	
	
	
	

	
	
	
	

	
	
	6
	Initial Clinical Trials (ICT): regulated production of prototypes & collection of clinical & economic data

	
	
	
	

	
	
	7
	Validation of Solution (VoS): the solution is shown to be effective & its value to all stakeholders is validated


	
	
	
	

	
	
	8
	Approval & Launch (A&L): institutional & regulatory approval received & sales launch

	
	
	
	

	
	
	9
	Clinical Use (Use): the solution is used successfully in day-to-day clinical practice

	
	
	
	

	
	
	10
	Standard of Care (SoC): the solution is recognised as the standard of care



Source: MedTech Milestone Framework. Consortia for Improving Medicine with Innovation and Technology. Available at: https://www.gaits.org/web/medtech/guidance

	B. LIST OF QUESTIONS



Please state your proposed questions/point of discussion to Ministry of Health. 
	1.
	

	2.
	

	3.
	

	4.
	

	5.
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