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-1SO 22600-1:2014 Health informatics - Privilege management and access control - Part 1: Overview and
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5 -1SO 22600-2:2014 Health informatics - Privilege management and access control - Part 2: Formal models
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6 -1SO 22600-3:2014 Health informatics - Privilege management and access control - Part 3: Implementations
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-1SO 17090-5:2017 Health informatics - Public key infrastructure - Part 5: Authentication using Healthcare
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- ISO/IEC 13485:2016 Medical devices - Quality management systems - Requirements for regulatory

purposes

-ISO/IEC 14971:2007 Medical devices - Application of risk management to medical devices
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- IEC 61508: Functional Safety of Electrical/Electronic/Programmable Electronic (E/E/PE) Safety related-

system

- IEC 61508-1: General requirements

- IEC 61508-2: Requirements for E/E/PE safety-related systems

- IEC 61508-3: Software requirements

- |[EC 61508-4: Definitions and abbreviations

- IEC 61508-5: Examples of methods for the determination of safety integrity levels

- IEC 61508-6: Guidelines on the application of IEC 61508-2 and IEC 61508-3

- IEC 61508-7: Overview of technigues and measures

-1SO 62304:2007 Medical device software -nSoftware life cycle processes

-1SO 62304-1: Scope.

-1SO 62304-2: Normative references.

-1SO 62304-3: Terms and definitions.

-1SO 62304-4: General requirements.

-1SO 62304-5: Software development process.

18

-1SO 62304-6: Software maintenance process.

19

- 1SO 62304-7: Software risk management process.

20

-1SO 62304-8: Software configuration management process.

21

-1SO 62304-9: Software problem resolution process.

22

-IEC 80001-1:2010 Application of risk management for IT-networks incorporating medical devices - Part 1:

Roles, responsibilities and activities

23

- IEC/TR 80001-2-1:2012 Application of risk management for IT-networks incorporating medical devices -

Part 2-1: Step by Step Risk Management of Medical IT-Networks; Practical Applications and Examples
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26
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in IEC/TR 80001-2-2 security capabilities
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- ISO/IEEE 11073-20601:2016/Cor 1:2016 Health informatics - Personal health device communication -

Part 20601: Application profile - Optimized exchange protocol - Technical Corrigendum 1
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