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Regulatory Domains

* Data Privacy — GDPR, HIPAA, other, none
°* Health Risk — MDD / MDR, FDA, other, none

* Health Benefit — EBM / Clinical Practice Guidelines, none
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* Proof of benefit and performance -
* Verification and validation
* Assertion of reproducibility and reliability of results

* Description of methods and metrics used for the above

* Assertion of competence of involved personnel
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In Healthcare

- Building Al Systems
- Regulatory Conformance

- Clinical Evaluation
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