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Regulatory landscape of Al/ML-Enabled Medical Devices

Surveys of FDA approved or CE marked devices can be found at:

Muehlematter UJ, Daniore P, Vokinger KN. Approval of artificial intelligence and machine
learning-based medical devices in the USA and Europe (2015-20): A comparative analysis.
Lancet Digit Health 2021;3:€195-203. DOI: https://doi.org/10.1016/S2589-7500(20)30292-2

Supplement to: Muehlematter UJ, Daniore P, Vokinger KN. Approval of artificial intelligence and
machine learning-based medical devices in the USA and Europe (2015-20): A comparative
analysis. Lancet Digit Health 2021; 18 January 2021. https://doi.org/10.1016/S2589-
7500(20)30292-2.

US regulatory perspective

Chhaya V, Khambholja K. The SaMD regulatory landscape in the US and Europe. Regulatory
Focus. 6 August 2021.https://www.raps.org/news-and-articles/news-articles/2021/8/the-samd-
requlatory-landscape-in-the-us-and-eu-1.

FDA. Center For Devices & Radiological Health. Artificial intelligence/machine learning (Al/ML)-
based boftware as a medical device (SaMD) action plan. January 2021.
https://www.fda.gov/media/145022/download.

FDA. Good machine learning practice for medical device development: Guiding principles. 27
October 2021. https://www.fda.gov/medical-devices/software-medical-device-samd/good-
machine-learning-practice-medical-device-development-quiding-principles.

FDA. Technical performance assessment of quantitative imaging in radiological device
premarket submissions. Guidance for industry and Food and
Drug Administration staff. 16 June 2022. https://www.fda.gov/media/123271/download.

FDA. Artificial itelligence and machine learning (Al/ML)-enabled medical devices. 09/22/2021.
https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-
machine-learning-aiml-enabled-medical-devices.

FDA. Clinical Decision Support Software Guidance for Industry and Food and Drug
Administration Staff September 2022. https://www.fda.gov/regulatory-information/search-fda-
guidance-documents/clinical-decision-support-software. See also:
https://www.fda.gov/media/109618/download.

Forrest S. Artificial intelligence/ machine learning (Al/ML)-Inabled medical devices: Tailoring a
regulatory framework to encourage responsible innovation in Al/ML. 2021.
https://www.fda.gov/media/160125/download.
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EU regulatory perspective

Niemiec E. Will the EU Medical Device Regulation help to improve the safety and performance
of medical Al devices? Digit Health 2022. https://doi.org/10.1177/205520762210890.

Onitiu D. The limits of explainability & human oversight in the EU Commission’s proposal for the
regulation on Al — a critical approach focusing on medical diagnostic systems. Informat
Commun Technol Law 2022. DOI: 10.1080/13600834.2022.2116354.

Panel for the Future of Science and Technology. EPRS | European Parliamentary Research
Service. Scientific Foresight Unit (STOA). Artificial intelligence in healthcare. Applications, risks,
and ethical and societal impacts. PE 729.512 — June 2022;8.
https://www.europarl.europa.eu/RegData/etudes/STUD/2022/729512/EPRS STU(2022)729512

EN.pdf.

UK regulatory perspective

Department of Health and Social Care. Policy paper. Deliverable 1: Principles for the evaluation
of artificial intelligence or machine learning-enabled medical devices to assure safety,
effectiveness and ethicality. 30 December 2021.
https://www.gov.uk/government/publications/g7-health-track-digital-health-final-
reports/deliverable-1-principles-for-the-evaluation-of-artificial-intelligence-or-machine-learning-
enabled-medical-devices-to-assure-safety-effectiveness-an .

Medicines and Healthcare products Regulatory Agency. Transforming the regulation of software
and artificial intelligence as a medical device. 16 September 2021.
https://www.gov.uk/government/news/transforming-the-regulation-of-software-and-atrtificial-
intelligence-as-a-medical-device.

Medicines and Healthcare Products Regulatory Agency. Guidance. Software and Al as a
medical device change programme. 16 September 2021.
https://www.gov.uk/government/publications/software-and-ai-as-a-medical-device-change-
programme/software-and-ai-as-a-medical-device-change-programme.

Slabodkin G. UK seeks overhaul of Al, software as a medical device regs. 20 September 2021.
https://www.medtechdive.com/news/uk-overhaul-ai-samd-regulations-software-medical-
device/606821/.

Korean regulatory perspective

Lim K, Heo T-Y, Yun J. Trends in the approval and quality management of artificial intelligence
medical devices in the Republic of Korea. Diagnostics 2022;12:355-.
https://doi.org/10.3390/diagnostics12020355.
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