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2. US FDA: Guidance for Industry: Cybersecurity for Networked Medical

Devices Containing Off-the-Shelf (OTS) Software, 2005.

3. US FDA: Guidance for Industry and FDA Staff: Content of Premarket
submissions for Management of Cybersecurity in Medical Devices, 2014.

4. US FDA: Guidance for Industry and FDA Staff: Postmarket Management of
Cybersecurity in Medical Device, 2016.

5.  US FDA: Guidance for Industry and FDA Staff: Design Considerations and
Premarket Submission Recommendations for Interoperable Medical Device,
2017.
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6. US FDA: Guidance for Industry and FDA Staff: Deciding When to Submit a
510(k) for a Software Change to an Existing Device, 2017.

7. US FDA: Guidance for Industry and FDA Staff: Guidance for the Content of

8. Premarket Submission for Software Contained in Medical Devices, 2005.

9. ISO 14971:2007, Medical devices - Application of risk management to
medical devices

10. IEC/TR 80001-2-2:2012, Application of risk management for IT-networks

11. incorporating medical devices -- Part 2-2: Guidance for the communication of
medical device security needs, risks and controls.

12. ANSI/AAMI TIR57:2016, Principles for medical device security-Risk
management

13. UL  2900-1:2017, Standard for  Software  Cybersecurity  for
Network-Connectable Products, Part 1: General Requirements

14. UL 2900-2-1:2017, Software Cybersecurity for Network-Connectable
Products, Part 2-1: Particular Requirements for Network Connectable
Components of Healthcare and Wellness Systems

15. HIMSS/NEMA Standard HN 1-2013, Manufacturer Disclosure Statement for
Medical Device Security form (MDS2)
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