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AAMI = Association for the Advancement of Medical Instrumentation

ANSI
IEC
IEEE
ISO

10.

11.

12.

= American National Standards Institute (K [E[EPNAZHERKHS)
=International Electrotechnical Commission

=Institute of Electrical and Electronics Engineers (BXE %%
= International Organization for standardization ([EFZEE(LHERE)

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.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/ucm185871.htm).

ISO/IEC 90003:2004, Sofiware engineering -- Guidelines for the application of ISO 9001:2000 to
computer software, 2004.

ISO 9001:2008, Quality management systems — Requirements, 2008.

ISO 13485:2003, Medical devices - Quality management systems - Requirements for regulatory
purposes., 2003. Note: This has also been adopted in the U.S. as ANS/TAAMI/ISO 13485:2003,
Medical devices - Quality management systems - Requirements for regulatory purposes, 2003
(identical adoption).

ISO 9000:2005 Quality management systems — Fundamentals and vocabulary, , 2005.

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

Guidance for Industry - Cybersecurity for Networked Medical Devices Containing Off-the-Shelf
(OTS) Software (http://www.fda.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 (OTS) Software" -- http:/www.fda.gov/
MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm070634.htm

IEC 62304:2006, Medical device sofiware — Software life cycle processes, 2006. Note: This is also
adopted in the U.S as ANSIVAAMI/IEC 62304:2006, Medical device software - Software life cycle
processes, 2006 (identical adoption).

IEEE Std 1012-2004, IEEE Standard for Software Verification and Validation, 2004,
IEEE 1012-2012, IEEE Standard for System and Software Verification and Validation, 2012.

IEEE Standards Collection, Software Engineering, 1994. ISBN 1-55937-442-X.
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13.

14.

15.

16.

17.

18.

19.

20.

21.

ISO/IEC 25051:2006, Sofiware engineering -- Sofiware product Quality Requirements and
Evaluation (SQuaRE) -- Requirements for quality of Commercial Off-The-Shelf (COTS) software
product and instructions for testing, 2006.

ISO/IEC 12207:2008, Systems and sofiware engineering — Software life cycle processes, 2008 and
IEEE Std 12207-2008, Systems and software engineering — Software life cycle processes, 2008.
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