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IEC TC62 ROA—TWIE -20114F 98 —aloRLTLHE -
B TCO2 [ . ANIWRTTFHEHEBFCTEHZFILKRT 56O R0—T%NIE

To prepare international standards and other publications
concerning electrical equipment, electrical systems and
software used in healthcare and their effects on patients,
operators, other persons and the environment.

NOTE: This scope includes items that are also within the scopes of other committees and
will be addressed through cooperation. Attention will focus on safety and performance
(e.g. radiation protection, data security, data integrity, data privacy and environmental
aspects) and will contribute to regulatory frameworks.

Healthcare includes medical practice as well as emergency medical services,

homecare, and support of persons with disabilities in their daily lives (i.e. Ambient
Assisted Living).

[RELHREIZIA—HRTBHIEEHDOTES,

BRICHREIL TSR Z SO, THEE DI KZXS1-6. FiE Healthcare ’&FFJL\’CL\é
“Healthcare” 3, HEEDEESFICMZ . MEERH =R, B ki
YD —OZ 6/H.Fﬁ§gg&UV?F"?:?@F&FHL‘//?’DJ—Z’\GJBEKI '>'€'H'"

ISO 13485 IE. IMDRFDENF] . MDR (BR ¥ EE AR i 25552 AIl)
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IEC 62304
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Devices
Software
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JYIohox7

Software as a
Medical
Device
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[&E] WHO “HEALTH DO EZ

B ANLRYIRIZT7ADIEK
WHOD“HEALTH D EZEIZELY. “physical’ N DEEELMRELIZIGE. T—32/ VAT LX) T4
BRUBMNMEGIR) DETENTF—RELGYRFRLHEHIETL. Guide51DYRVIZTNLEMKLTY R
FTOAVNEERT DDLELDHD,

HEALTH

a state of complete physical, mental and social well-being and not merely the absence of disease or
infirmity.

[SOURCE: WHO definition (WHO 1946)]

Harm

physical injury or damage to the health of people, or damage to property or the environment

Hazard

potential source of HARM

[SOURCE: ISO 14971:2007, 2.3 modified — amended meaning of HARM]

Note 1 to entry: Potential sources of harm include degradation of DATA AND SYSTEMS SECURITY and
reduction of effectiveness.

DATA AND SYSTEM SECURITY
operational state of networked health technology in which information assets (data and systems) are
reasonably protected from degradation of confidentiality, integrity, and availability

Note 1 to entry: Security, when mentioned in this standard, includes DATA AND SYSTEMS SECURITY.
Note 2 to entry: DATA AND SYSTEMS SECURITY is assured through a framework of policy, processes,
guidance, infrastructure, and services designed to protect information assets and the systems that
acquire, transmit, store, and use information in pursuit of the organization’s mission.

EFFECTIVENESS
ability to produce the intended result for the patient and the RESPONSIBLE ORGANIZATION
[SOURCE: IEC 80001-1]
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Health related Products

Health (software) Pl
\ Healthcare (software

Medical
Device

] Patients
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LAS—Y Iz 7OBESEM (IEC 62304 am1 Ed.1 &5:4.4)

B |EC 62304 FTRIMNOTHIGICHEELEITTWAY I 7 H4ETE (Gap/' ) R 5 4T)

IEC 62304 3.29 SOUP

software of unknown provenance (acronym) BAF@EENFBEALY IO T

SOFTWARE ITEM that is already developed and generally available and that has not been developed for
the purpose of being incorporated into the MEDICAL DEVICE (also known as “off-the-shelf software”)
or SOFTWARE ITEM previously developed for which adequate records of the development
PROCESSES are not available.

Note 1: This does not include an entire MEDICAL DEVICE SOFTWARE SYSTEM

3.40 LEGACY SOFTWARE

MEDICAL DEVICE SOFTWARE Which was legally placed on the market but for which there is insufficient
objective evidence that it was developed in conformance with the current version of the standard.

includes open-source,
shareware and free software

software previously developed for which adequate
records of the development processes are not available

IEC 62304 am1 Ed1
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FDA Draft Guidance
Applying Human Factor and Usability Engineering to Optimize Medical Device Design
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e AAMI/ANSI HE75(2009)
“Human factor engineering — Design of medical devices”

AAMI/ANSI HE75:2009 American
National _
e General considerations and Standard

principles
— Managing the risk of use error
— Usability testing

e Design elements
— Controls
— Software

Human factors engineering —
Design of medical devices

e Integrated solutions
— Mobile medical devices
— Home health care
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o AAMI TIR45(2012) < FDAMES(E >

“Guidance on the use of AGILE practices in the development of medical
device software”

Technical
Agile Goals Information
Report

+ Agile’s goals: Eliminate the risk inherent in traditional waterfall methods
« Processes that did not respond well to changing business needs
« Low visibility into actual project progress

« Focus on Quality — the correciness of the product
« Improve on Productivity — efficiency and speed of development, while

reducing development cost AAMI TIR45
« Improve Predictahility — through estimation and planning 2012
« Product Effectiveness - through defined roles and continuai feedback Guidance on the use of

AGILE practices in the

development of medical
Align the goals of Quality, Productivity and Predictability device software

to be supportive of one another.

AAMI “
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