Statement template for custom-made medical devices
This statement is being supplied with a custom-made medical device in accordance with subclause 7.2(3A) of Schedule 3 of the Regulations.
This custom-made medical device was manufactured by [insert name and legal address of manufacturer]. The device is a [insert a brief description of the device, e.g., transtibial prosthetic sleeve] that can be identified by the following features:
· Briefly outline any identifying features of the device e.g. any branding it may carry, the colour of the material, the size of the device etc.
The device is packaged alone/along with the following:
· List all other contents of the packaging
The device was custom-made for and intended only to be used in relation to [insert the name of the individual to whom the device is intended to be used], according to specifications provided by [insert the name and business address of the health professional who provided the specifications for the device].
The following design and/or construction characteristics of the device were specified by [insert the name of health professional who provided the specifications for the device] when they requested the device be manufactured:
	Characteristic
	Specifications

	E.g. length
	E.g. 15 mm

	
	

	
	

	
	



[Insert the name of the manufacturer] certifies that the device complies/does not comply with the applicable provisions of the Essential Principles of Schedule 1 of the Regulations.
If the device does not comply with any of the applicable provisions of the Essential Principles:
The device does not comply with Essential Principle/s [insert the numbers of the applicable Essential Principles that the device does not conform to] because [insert the reason for non-compliance].
This statement will be kept on file by [insert the name of the manufacturer] for 5 years [if the device is non-implantable]/15 years [if the device is implantable], in accordance with subclause 7.6(2) of Schedule 3 of the Regulations.
This statement was compiled by the person named below, in accordance with the requirements of subclause 7.2(2) of Schedule 3 the Regulations.
	Name and position
	

	Signature
	
	Date
	



