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1. Directive 2007/47/EC of the European Parliament and of the Council of 5 September
2007, OJ No L 247/21 (2007/09)

2. Council Directive 93/42/EEC of 14 June 1993 Concerning Medical Devices, OJ No L
169/1 (1993/06)

3. Section 201(h) of the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. §321

4. Guidance for Industry, FDA Reviewers and Compliance on Off-The-Shelf Software
Use in Medical Devices. (1999/09)

5. General Principles of Software Validation ; Final Guidance for Industry and FDA Staff.
(2002/01)

6. Guidance for Industry and FDA Staff —Guidance for the Content of Premarket
Submissions for Software Contained in Medical Devices. (2005/05)

7. IEC 60601-1-4:2000, edl.1-Medical electrical equipment-Part 1-4: General
requirements for safety— Collateral standard: Programmable electrical medical systems.

8. IEC 60601-1:2012, ed3.1-Medical electrical equipment-Part 1: General requirements
for basic safety and essential performance.

9. IEC 62304:2006, ed1.0 — Medical device software—Software life cycle processes

10. Guidelines on the qualification and classification of stand alone software used in
healthcare within the regulatory framework of medical devices. (2012/01)

11. B >% 41? B BARg 2 zap ¢ 4R AR il pr (2012/04)
http://www.cmde.org.cn/CL0030/1882.htmI(F 424 % p #F 3 2015 & 2 * i)

12. Guidance for Industry and FDA Staff — Mobile Medical Applications. (2015/02)

13. Guidance for Industry and FDA Staff — Medical Device Data Systems, Medical Image
Storage Devices, and Medical Image Communications. Devices (2015/02)

14. Guidance on medical device stand-alone software (including apps). (2014/03)
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Software as a Medical Device (SaMD): Key definitions (2013/12)

Software as a Medical Device: Possible Framework for Risk Categorization and
Corresponding Considerations (2014/09)

White Paper on Medical Device Software Regulation — Software Qualification and
Classification (2014/11)

Presentation: Software as a Medical Device (SaMD): Possible Framework for Risk
Categorization and Corresponding Considerations
http://www.imdrf.org/docs/imdrf/final/meetings/imdrf-meet-140829-washington-presen
tation-samd.pdf (F4440% p #) T 2015 & 2 * i)

Draft Guidance for Industry and FDA Staff — Applying human factors and usability
engineering to optimize medical device design (2011/06)

Presentation: The FDA perspective on human factors in medical device software
development
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/Human
Factors/lUCM290561.pdf (F#44% % p #F £ 2015 & 2 * i)

ISO/IEC 27000:2009, ed3—Information technology—Security
techniques—Information security management systems — Overview and vocabulary
Guidance for Industry and FDA Staff — Content of Premarket Submission for
Management of Cybersecurity in Medical Devices (2014/10)

FAARTIF R BT R T AL
http://www.fda.gov.tw/MLMS/(S(zzcb4b55rcgq2155ikwljd55))/H0001.aspx( 7 #% # %
p 3 2015 & 2 % 4+)
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