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15.
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L i%2 % (104.12.30)

T2 E FISHIE B4 E a2 (106.3.14)

F F % 1061663913 5:.31(106.5.24)
FRAHER + pER T2 §ZyHE (111.7.18)

The Danish Medicines Agency’s guidance on the implementation of decentralised

i

elements in clinical trials with medicinal products (05/2021)

EMA Guideline on computerised systems and electronic data in clinical trials
(draft, 06/2021)

Decentralised clinical trials (DCTs) with medicinal products in Switzerland
(10/2021)

Digital Health Technologies for Remote Data Acquisition in Clinical
Investigations-Guidance for Industry, Investigators, and Other Stakeholders (draft,
12/2021)

Artificial Intelligence and Machine Learning (AlI/ML) Software as a Medical
Device Action Plan (01/2021)

Clinical Performance Assessment: Considerations for Computer Assisted
Detection Devices Applied to Radiology Images and Radiology Device Data in
Premarket Notification (510(k)) Submissions (01/2020)

Proposed Regulatory Framework for  Modifications to  Aurtificial.
Intelligence/Machine Learning (Al/ML)-Based Software as a Medical Device
(04/2019)
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17.

18.

19.

20.

21.

22.

23.

(SaMD) - Discussion Paper and Request for Feedback

Content of Premarket Submissions for Management of Cybersecurity in
Medical Devices (10/2018)

Use of Electronic Health Record Data in Clinical Investigations Guidance for
Industry (07/2018)

Software as a Medical Device (SaMD): Clinical Evaluation (12/2017)
Postmarket Management of Cybersecurity in Medical Devices (12/2016)

Use of Electronic Informed Consent Questions and Answers (12/2016)

Guidance for Industry Electronic Source Documentation in Clinical
Investigations (09/2013)

Guidance for the Content of Premarket Submissions for Software Contained in
Medical Devices (05/2005)
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