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BARCEEICE CIEE 2D THEH D TRANS, ZNOLOE LA EYS TILE Y | Institute
of Electrical and Electronics Engineers’ (IEEE) . Software Engineering Body of Knowledge
(SWEBOK) . Carnegie Mellon Software Engineering Institute’s Capability Maturity Model
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FDA® [Design Control Guidance for Medical Device Manufacturers (FEEESRLEREE DD
o i st i i i ) ) )
(http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/
ucm070627.htm)

FDA® [General Principles of Software Validation (Y 7 b 7 = 7N F—3 3 » O—f%JRH]) |
( http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm0852
81.htm)

% S0 9001:2008 TRETR DAY VAT L—EH] HLU IS0 13485:2003 MEE
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[Device Advice: General Controls for Medical Devices (#2312 BI3 2804 | [EFEMERO—RE
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MedicalDevices/DeviceRegulationandGuidance/Overview/GeneralandSpecial Controls/ucm055910.
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GuidanceDocuments/ucm089543.htm) M 57 7+ 2 T E4,

EFERANAT 4 AT FTVICHERGEOY 7 v =T REHR SN TWASHE, FDAD
[Guidance for Industry, FDA Reviewers, and Compliance on Off-the-Shelf Software Use in Medical
Devices (R OBERE Y 7 FOEHICBET %M, FDALE2—7—, av 7747w
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Investigations (FEIRERDE TV — AT —4) J 4452 SR LU TF IV, ZOREEORKERIT.
TOMHICE T 2FDAD B RMEL LY E T, I 0 0K RIT.
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=Association for the Advancement of Medical Instrumentation
=American National Standards Institute CKEERZERBEHE
=International Electrotechnical Commission

=Institute of Electrical and Electronics Engineers (EREFFEE
=International Organization for standardization (EIFZEZELiEE)

Guidance for Industry and FDA Staff - Implementation of Medical Device
Establishment Registration and Device Listing Requirements Established by the
Food and Drug Administration Amendments Act of 2007
(http://www. Tda. gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/ucmi185871. him).

1SO/1EC 90003:2004, Software engineering —— Guidelines for the application of
180 9007:2000 to computer software, 2004.

1SO 9001:2008, @Qua/ity management systems — Requirements, 2008.

IS0 13485:2003, Medical devices — Quality management systems — Requirements for
regulatory purposes., 2003. Note: This has also been adopted in the U.S. as
ANST/AAMT/1SO 13485:2003, Medical devices - Quality management systems -

Requirements for regulatory purvoses, 2003 (identical adoption).
1S0 9000:2005 Qual ity management systems — Fundamentals and vocabulary, , 2005.

IS0 14971:2007, Medical Devices — Risk Management — Part 1: Application of Risk
Analysis, 2007. Note: This has also been adopted in the U.S. as ANSI/AAMI/ISO
14971:2007, Medical devices — App/ication of risk management to medical devices,
2007 (identical adoption).

Guidance for Industry — Cybersecurity for Networked Medical Devices Containing
0ff-the-Shelf (0TS) Software
(http://www. Tda. gov/MedicalDevices/DeviceRegulationandGuidance/Guidance
Documents/ucm077812. htm) .

Information for Healthcare Organizations about FDA’s “Guidance for Industry:
Cybersecurity for Networked Medical Devices Containing Off-The-Shelf (0TS)
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19.

20.
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Software” — http://www. fda. gov/
MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm070634. htm

[EC 62304:2006, Medical device software — Software [ife cycle processes, 2006.
Note: This is also adopted in the U. S as ANSI/AAMI/IEC 62304:2006, Medical device

software - Software /ife cycle processes, 2006 (identical adoption).

IEEE Std 1012-2004, /[FEF Standard for Software Verification and Validation,
2004.

IEEE 1012-2012, JEFF Standard for System and Software Verification and
Validation, 2012.

[FFF Standards Collection Software Engineering, 1994. I1SBN 1-55937-442-X.

ISO/IEC 25051:2006, Software engineering —— Software product Quality
Requirements and Evaluation (SQuaRE) — Requirements for quality of Commercial
0ff-The-Shelf (COTS) software product and instructions for testing, 2006

1SO/1EC 12207:2008, Systems and software engineering — Software /ife cycle
processes, 2008 and IEFF Std 12207-2008 Systems and software engineering —

Software [ife cycle processes, 2008.

1S0/1EC 14598:1999, /nformation technology — Software product evaluation, 1999.
AAMT TIR32:2004, Medical device software risk management, 2004.

AAMT TIR36:2007, Validation of software for regulated processes, 2007.

ANSI/AAMI/IEC TIR80002-1:2009, Medical device software — Part 1: Guidance on
the application of 180 14971 to medical device software, 2009. (ldentical
adoption of IEG/TR 80002-1:2009)

Guidance for the Submission of Premarket Notifications for Medical Image
Management Devices
(http://www. fda. gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocu
ments/ucm073720. htm)

Clause 14 of 1EG 60601-1:2005, Medical electrical equipment, Part 1. General

requirements for basic safety and essential performance, 2005 OR C/ause 714 of
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ANSI/AAMI ES60601-1:2005, Medical electrical equipment, Part 1. General

requirements for basic safety and essential periformance, 2005 (adoption with
national deviations of [EC 60601-1:2005).

[EC 61508-2:2010, Functional safety of electrical/electronic/brogrammab/e
electronic safety-related systems, 2010.
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