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Perception:  The Straight Line
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Reality: FDA Regulatory Requirements
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Key Regulatory Concepts

• Start Design Controls where research ends and design begins, or after 
feasibility studies (basic research up to determining final test design). 

• FDA is looking to see how well the test will perform in the hands of 
the intended users in the intended use setting.

• Eliminate bias as much as possible.

• Do the internal ”analytical”,  and particularly the external (clinical) 
studies, correctly the first time.

• Use a “locked down” device design in all studies. 
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Key FDA Resources:
Get FDA input through the Pre-Submission process.
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Key FDA Resources:
Use FDA Guidance Documents and available precedent from prior FDA 
marketing authorizations to understand FDA’s expectations
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Key FDA Resources:
Fast-track review option for groundbreaking tests which will contribute 
to improving US public health
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Challenges

• Lyme diagnostic tests are FDA Class II devices, 
requiring submission of a 510(k) document for review

•Must demonstrate equivalent or better performance 
than an existing cleared Lyme test
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Challenges

•How to handle a novel IVD that performs better than 
the current standard of care?
• Challenge: To what should the new test be compared?
• Clinical factor? E.g., specimens with well characterized patient 

histories
• Multi-Lyme test algorithms: Based on scientific rationale and with 

FDA concurrence
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Current Efforts
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