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1. Intended use statement
	Target
	Annotations

	Write a brief response to the following questions:

· Is the test for screening, monitoring or diagnosis?

· What type (general category) of test is it?

· Is the test quantitative or qualitative?

· What is the specific analyte or risk factor of interest?

· What specimen is required for testing?

· What is the target population?

· How will the results of the test be used? 


	Complete a summary of completed or planned studies that support the targeted intended use.



	Comments:

Create a summary of the diagnostic tests currently used for monitoring the specific analyte or risk factors and write a brief statement on your competitive positioning relative to these products.


2. Summary and explanation of the test

	Target
	Annotations

	Write a brief response to the following questions:

· What is the test intended to detect and what is the scientific basis for the detection?

· Will a specific device or software be required to complete the test? 

· When would the test be used? 

· What will the test accomplish?

· When should the test not be used? 


	Supply a summary of completed or planned studies that support the effectiveness of the detection of the test. 


	Comments:

Summarize the positioning of the scientific basis of your in vitro diagnostic test relative to existing diagnostic tests.




3. Summary of the test procedure
	Target
	Annotations

	In point form, write brief lists in response to the following questions:

· What samples, reagents, equipment and controls are required to complete the test?
· What are the main steps in the procedure, from sample collection to final results?

· What is the target turnaround time from sample collection to final results?

· Are there any special precautions that need to be considered?

	List any assumptions regarding the supply of reagents or equipment from external vendors.


	Comments:

How will the steps in your IVD product compare with existing products and where might you have a competitive advantage?


4. Interpretation of results
	Target
	Annotations

	Write a brief response to the following questions:

· How are the results calculated?
· What constitutes a positive or negative test result?
· When is a test result considered abnormal and clinically significant?
· When is a test considered invalid?
· What are the general limitations of the test?
	List any assumptions and outline how the assumptions will be tested.



	Comments:

Identify areas where your IVD product has overcome limitations of existing IVD tests.



5. Performance characteristics
	Target
	Annotations

	Create a list of performance characteristics required by your target customer. Refer to the checklist in the workbook for guidance.

	Prepare a summary of assumptions related the performance characteristics and a list of laboratory or clinical studies that will be required to demonstrate performance.


	Comments:

Create a short summary of key performance differentiators relative to current IVD tests.
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