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	Form 3.0
	Evaluation Criteria


The mandatory criteria for all medical devices when considering a clinical evaluation is:

TGA registration as applicable for the device

Compliant with all relevant Australian standards and therapeutic goods orders prior to commencing a proposed evaluation and trial.

Standard Criteria

	PP
	Presentation

Clear & legible labelling; instructions are in English and easily understood
	5
	4
	3
	2
	1

	PP
	Packaging performance 

Is packaging robust to adequately protect product; packaging is removed easily to appropriately expose product
	5
	4
	3
	2
	1

	CP
	Performance

How does the product function during clinical application
	5
	4
	3
	2
	1

	C
	Compatibility

Does the product fit with other products being used
	5
	4
	3
	2
	1

	D
	Disposal

How easy was the product to dispose of safely & appropriately
	5
	4
	3
	2
	1


Key Criteria
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	Evaluation Criteria
	Weighting

	PP
	Physical performance
	

	CP
	Clinical Performance
	

	C
	Compatibility
	

	D
	Disposal
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	Total 100 Percent


Acceptable 

<insert level>

Not acceptable

<insert level>

	office use only
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