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Is This Product a DTx?

Given the proliferation of products available to patients, caregivers, and clinicians for use in healthcare, it
can be difficult for end users to determine which products are digital therapeutics vs. other types of DHTSs.

This flow chart helps HCDMs and end users understand which products qualify as a digital therapeutic and
therefore are best suited to be evaluated using this Guide.
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= Been designed and manufactured using quality best practices?

Has this product:

= Engaged end users in product development and usability processes?
= Incorporated patient privacy and security protections?

= Applied product deployment, management, and maintenance best practices? N
o

= Published trial results inclusive of clinically meaningful outcomes in a peer-reviewed —

journal?

= Been authorized by a regulatory body as required to support product claims of risk,
efficacy, and intended use?

= Made claims appropriate to clinical evaluation and regulatory status?

= Collected, analyzed, and applied real-world evidence and/or product performance data
to patient care?
I

Yes
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This product is likely a DTx
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