
Digital Health Services

The health care landscape continues to experience rapid innovation in digital health technologies focused on
improving patient outcomes and enhancing operational efficiencies.  Krieg DeVault’s attorneys regularly counsel
clients in navigating the digital health landscape utilizing the firm’s long-established experience in health care
compliance and regulatory affairs, health care transactions, life sciences, and health information privacy and
cybersecurity matters.  

Our lawyers understand and resolve important and emerging issues impacting digital health services as the
industry extends into mobile health platforms and internet applications, wearable devices, telehealth and
telemedicine offerings, and personalized medicine.  We also assist clients in negotiating contracts that provide
clients with protection of their intellectual property and address applicable regulatory risks, as well as developing
appropriate policies related to the delivery of digital health services.

The combination of expertise in the various aspects of digital health services uniquely positions Krieg DeVault to
offer the best solutions for our clients in this evolving and expanding area of the health care industry.

Digital Health Services Resources 

AI/ML-Based SaMD Action Plan - January 2021

AI/ML-Enabled Medical Device List

CBER, CDER, CDRH Draft Guidance

CDRH Proposed Guidances for Fiscal Year 2022

Content of Premarket Submissions for Device Software Functions/ Draft Guidance for Industry and Food and

Drug Administration Staff

FDA Advances Data, IT Modernization Efforts with New Office of Digital Transformation

FDA’s Technology Modernization Action Plan

FDA's Data Modernization Action Plan

FDA’s Pre-Cert Pilot Program

Digital Health Center of Excellence (DHCoE)

Good Machine Learning Practice for Medical Device Development: Guiding Principles
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https://www.covingtondigitalhealth.com/2021/01/fda-releases-ai-action-plan/
https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-aiml-enabled-medical-devices?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/media/155022/download
https://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/cdrh-proposed-guidances-fiscal-year-2022-fy2022?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/media/153781/download
https://www.fda.gov/media/153781/download
https://www.fda.gov/news-events/press-announcements/fda-advances-data-it-modernization-efforts-new-office-digital-transformation?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/about-fda/reports/fdas-technology-modernization-action-plan
https://www.fda.gov/about-fda/reports/data-modernization-action-plan
https://www.fda.gov/media/119724/download
https://www.fda.gov/medical-devices/digital-health-center-excellence
https://www.fda.gov/media/153486/download


International Medical Device Regulators Forum (IMDRF) AI Working Group Draft Guidance

PDUFA VII Commitment Letter - August 2021

PDURS Framework - November 2018

Real-World Data: Assessing Electronic Health Records and Medical Claims Data To Support Regulatory Decision-

Making for Drug and Biological Products - September 2021

Real-World Data: Data Standards for Drug and Biological Product Submissions Containing - October 2021

Real-World Data: Assessing Registries to Support Regulatory Decision-Making for Drug and Biological Products -

November 2021

Real-World Data: Considerations for the Use of Real-World Data and Real-World Evidence to Support Regulatory

Decision-Making for Drug and Biological Products - December 2021
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https://www.imdrf.org/sites/default/files/2021-10/Machine%20Learning-enabled%20Medical%20Devices%20-%20A%20subset%20of%20Artificial%20Intelligence-enabled%20Medical%20Devices%20-%20Key%20Terms%20and%20Definitions.pdf
https://www.fda.gov/media/151712/download
https://www.covingtondigitalhealth.com/2018/12/significant-fda-digital-health-policy-development-for-prescription-drug-sponsors/
https://www.fda.gov/media/152503/download
https://www.fda.gov/media/152503/download
https://www.fda.gov/media/153341/download
https://www.fda.gov/media/154449/download
https://www.fda.gov/media/154449/download
https://www.fda.gov/media/154714/download
https://www.fda.gov/media/154714/download

