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“I needed a little bit of a reason to go on.”

New team member, 4yrs into her career.
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1 big pile of hope and determination



1. It’s regulated.
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HI Barb,

Here is the third email with some standards information. The reason that | mention these is our SDLC program requires us to cite
any compliance and this may help us in the URRA documentation as well for all products going forward. It would be ideal to
ensure that we comply with some and we therefore state that we comply — so when we have to certify with localized bodies like
MIPS or submit a filing to the FDA or EU, we can certify and have traceability that we comply. This is the heart of the “global
system requirements” conversation for User interfaces in our products. I’m hoping as we move forward with the new interface
guidelines that these are cited at the top level, rather than having to comb through and cite non-compliances later.

Anneliis is involved with citing these guidelines in our UX design for UCDs and the KPIs collected during testing and risk analysis.

|EC62366 https://www.iso.org/obp/ui/fr/#i iec:tr:62366:-2:ed-1:vl:en

1SO 9241 is referenced in documentanon frequently, and has very specific design elements called out.
https://www.iso.org/obp/ui i50:9241:-161:ed-1:v1:en

FDA — Applying human factors and usability engineering to medical devices
https://www.fda.gov/regulatory-information/search-fd: id -doc /applying-hi factor: d bility-engi ing-
medical-devices

For MIPS, we were required to reference many standards — seen here:

https://www.healthit.gov/test-method/safety-ent d-design

'www.healthit.gov/test-method/accessil centered-design

this list is from the MIPS accessibility standard:
The accessibility standards and laws listed below are examples. [80 FR 16862] Because this list is not exhaustive, health IT developers
may use accessibility standards not included in this list, but in all cases the accessibility standard or law and the standards developing
organization(s) recognizing the standard or government entity recognizing the standard or law must be identified. Additional example
accessibility standards and laws will be identified as appropriate. [80 FR 62673]

ETSI ES 202 076—Human Factors (HF); User Interfaces; Generic spoken command vocabulary for ICT devices and services;

ETSI ETS 300 679—Terminal i (TE); pl for the hearing impaired; Electrical coupling of telephone sets to hearing aids;

ETSI TR 102 068 (2002) Human Factors (HF): Requirements for assistive technology devices in ICT;

ETSI TS 102 511 (2007) Human Factors (HF): AT commands for assistive mobile device interfaces;

|EEE 802.11IEEE standard for Information Technology; Telecommunications and information: Exchange between systems; local and
metropolitan area network; specific requirements—Part 11: Wireless LAN Medium Access Control (MAC) and Physical Layer (PHY)
Specification;

1SO 13406-1 (1999) Ergonomic requirements for work with visual displays based on flat panels. Part 1—Introduction;

1SO 13406-2 (2001) Ergonomic requirements for work with visual displays based on flat panels. Part 2—Ergonomic requirements for flat
panel displays;

|IEC 80416-1 (2001) Basic principles for graphical symbols for use on equipment—Part 1: Creation of symbol originals;

1SO 80416-2 (2002) Basic principles for graphical symbols for use on equipment—Part 2: Form and use of arrows;

|EC 80416-3 (2002) Basic principles for graphical symbols for use on equipment—Part 3: Guidelines for the application of graphical

symbols;

1SO 80416-4 (2005) Basic principles for graphical symbols for use on i Part 4 idelines for the ion of graphical
symbols for use on screens and displays;

1SO 9241-151 (2008) Er ics of hi t ion—Part 151: Guidance on World Wide Web user interfaces;

1S0 9355-1 (1999) Ergonomic requirements forthe design of displays and control actuators. Part 1: Human interactions with displays and
control actuators;

1SO 9355-2 (1999) Ergonomic requirements for the design of displays and control actuators. Part 2: Displays;

1S0 9999 (2007) Assistive products for persons with disability—Classification and terminology;

1SO/CD 24500Guidelines for all people, including elderly persons and persons with disabilities—Auditory signals on consumer products;

ISO/IEC 15411 (1999) Information technology—Segmented keyboard layouts;

ISO/IEC 15412 (1999) Information technology—Portable keyboard layouts;

ISO/IEC 24755 (2007) Information technology—Screen icons and symbols for personal mobile communication devices;

ISO/IEC CD 24786-1Information Technology—User interfaces—Accessible user interface for accessibility setting on information devices—
Part 1: General and methods to start;

ISO/IEC TR 15440 (2005) Information Technology—Future keyboards and other associated input devices and related entry methods;

ISO/IEC TR 19765 (2007) Information technology—Survey of icons and symbols that provide access to functions and facilities to improve
the use of IT products by the elderly and persons with disabilities;

ISO/IEC TR 19766 (2007) Information technology—Guidelines for the design of icons and symbols accessible to all users, including the
elderly and persons with disabilities;

ITU-T E.902 (1995) Interactive services design guidelines;

ITU-T P.85 (1994) A method for subjective performance assessment of the quality of speech voice;

Section 504 of the Rehabilitation Act;

Section 508 of the Rehabilitation Act;

1SO 9241-20 (2008) ics of Hi System Interaction—Part 20: Accessibility guidelines for information/communication
technology (ICT) equipment and services;

1SO 9241-171 (2008)—Ergonomics of Human-System Interaction—Part 171: Guidance on software accessibility; and

ISO/IEC 40500 (2012)—Web Content Accessibility Guidelines (WCAG) 2.0.
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Here is the third email with some standards information. The reason that | mention these is our SDLC program requires us to cite
any compliance and this may help us in the URRA documentation as well for all products going forward. It would be ideal to
ensure that we comply with some and we therefore state that we comply — so when we have to certify with localized bodies like
MIPS or submit a filing to the FDA or EU, we can certify and have traceability that we comply. This is the heart of the “global
system requirements” conversation for User interfaces in our products. I’m hoping as we move forward with the new interface
guidelines that these are cited at the top level, rather than having to comb through and cite non-compliances later.

Anneliis is involved with citing these guidelines in our UX design for UCDs and the KPIs collected during testing and risk analysis.
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For MIPS, we were required to reference many standards — seen here:

https://www.healthit.gov/test-method/safety-ent d-design

'www.healthit.gov/test-method/accessil centered-design

this list is from the MIPS accessibility standard:
The accessibility standards and laws listed below are examples. [80 FR 16862] Because this list is not exhaustive, health IT developers
may use accessibility standards not included in this list, but in all cases the accessibility standard or law and the standards developing
organization(s) recognizing the standard or government entity recognizing the standard or law must be identified. Additional example
accessibility standards and laws will be identified as appropriate. [80 FR 62673]

ETSI ES 202 076—Human Factors (HF); User Interfaces; Generic spoken command vocabulary for ICT devices and services;

ETSI ETS 300 679—Terminal i (TE); pl for the hearing impaired; Electrical coupling of telephone sets to hearing aids;

ETSI TR 102 068 (2002) Human Factors (HF): Requirements for assistive technology devices in ICT;

ETSI TS 102 511 (2007) Human Factors (HF): AT commands for assistive mobile device interfaces;

|EEE 802.11IEEE standard for Information Technology; Telecommunications and information: Exchange between systems; local and
metropolitan area network; specific requirements—Part 11: Wireless LAN Medium Access Control (MAC) and Physical Layer (PHY)
Specification;

1SO 13406-1 (1999) Ergonomic requirements for work with visual displays based on flat panels. Part 1—Introduction;

1SO 13406-2 (2001) Ergonomic requirements for work with visual displays based on flat panels. Part 2—Ergonomic requirements for flat
panel displays;

|IEC 80416-1 (2001) Basic principles for graphical symbols for use on equipment—Part 1: Creation of symbol originals;

1SO 80416-2 (2002) Basic principles for graphical symbols for use on equipment—Part 2: Form and use of arrows;

|EC 80416-3 (2002) Basic principles for graphical symbols for use on equipment—Part 3: Guidelines for the application of graphical

symbols;

1SO 80416-4 (2005) Basic principles for graphical symbols for use on i Part 4 idelines for the ion of graphical
symbols for use on screens and displays;

1SO 9241-151 (2008) Er ics of hi t ion—Part 151: Guidance on World Wide Web user interfaces;

1S0 9355-1 (1999) Ergonomic requirements forthe design of displays and control actuators. Part 1: Human interactions with displays and
control actuators;

1SO 9355-2 (1999) Ergonomic requirements for the design of displays and control actuators. Part 2: Displays;

1S0 9999 (2007) Assistive products for persons with disability—Classification and terminology;

1SO/CD 24500Guidelines for all people, including elderly persons and persons with disabilities—Auditory signals on consumer products;

ISO/IEC 15411 (1999) Information technology—Segmented keyboard layouts;

ISO/IEC 15412 (1999) Information technology—Portable keyboard layouts;

ISO/IEC 24755 (2007) Information technology—Screen icons and symbols for personal mobile communication devices;

ISO/IEC CD 24786-1Information Technology—User interfaces—Accessible user interface for accessibility setting on information devices—
Part 1: General and methods to start;

ISO/IEC TR 15440 (2005) Information Technology—Future keyboards and other associated input devices and related entry methods;

ISO/IEC TR 19765 (2007) Information technology—Survey of icons and symbols that provide access to functions and facilities to improve
the use of IT products by the elderly and persons with disabilities;

ISO/IEC TR 19766 (2007) Information technology—Guidelines for the design of icons and symbols accessible to all users, including the
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ITU-T E.902 (1995) Interactive services design guidelines;
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Section 504 of the Rehabilitation Act;
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1SO 9241-20 (2008) romics of H System Interaction—Part 20: Accessibility guidelines for information/communication
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Here is the third email with some standards information. The reason that | mention these is our SDLC program requires us to cite
any compliance and this may help us in the URRA documentation as well for all products going forward. It would be ideal to
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1SO 13406-2 (2001) Ergonomic requirements for work with visual displays based on flat panels. Part 2—Ergonomic requirements for flat
panel displays;

|IEC 80416-1 (2001) Basic principles for graphical symbols for use on equipment—Part 1: Creation of symbol originals;

1SO 80416-2 (2002) Basic principles for graphical symbols for use on equipment—Part 2: Form and use of arrows;

|EC 80416-3 (2002) Basic principles for graphical symbols for use on equipment—Part 3: Guidelines for the application of graphical

symbols;

1SO 80416-4 (2005) Basic principles for graphical symbols for use on i Part 4 idelines for the ion of graphical
symbols for use on screens and displays;

1SO 9241-151 (2008) Er ics of hi t ion—Part 151: Guidance on World Wide Web user interfaces;
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the use of IT products by the elderly and persons with disabilities;
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ITU-T E.902 (1995) Interactive services design guidelines;
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HI Barb,

Here is the third email with some standards information. The reason that | mention these is our SDLC program requires us to cite
any compliance and this may help us in the URRA documentation as well for all products going forward. It would be ideal to
ensure that we comply with some and we therefore state that we comply — so when we have to certify with localized bodies like
MIPS or submit a filing to the FDA or EU, we can certify and have traceability that we comply. This is the heart of the “global
system requirements” conversation for User interfaces in our products. I’m hoping as we move forward with the new interface
guidelines that these are cited at the top level, rather than having to comb through and cite non-compliances later.

Anneliis is involved with citing these guidelines in our UX design for UCDs and the KPIs collected during testing and risk analysis.
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For MIPS, we were required to reference many standards — seen here:

https://www.healthit.gov/test-method/safety-ent d-design

'www.healthit.gov/test-method/accessil centered-design

this list is from the MIPS accessibility standard:
The accessibility standards and laws listed below are examples. [80 FR 16862] Because this list is not exhaustive, health IT developers
may use accessibility standards not included in this list, but in all cases the accessibility standard or law and the standards developing
organization(s) recognizing the standard or government entity recognizing the standard or law must be identified. Additional example
accessibility standards and laws will be identified as appropriate. [80 FR 62673

ETSI ES 202 076—Human Factors (HF); User Interfaces; Generic spoken command vocabulary for ICT devices and services;

ETSI ETS 300 679—Terminal i (TE); pl for the hearing impaired; Electrical coupling of telephone sets to hearing aids;

ETSI TR 102 068 (2002) Human Factors (HF): Requirements for assistive technology devices in ICT;

ETSI TS 102 511 (2007) Human Factors (HF): AT commands for assistive mobile device interfaces;

|EEE 802.11IEEE standard for Information Technology; Telecommunications and information: Exchange between systems; local and
metropolitan area network; specific requirements—Part 11: Wireless LAN Medium Access Control (MAC) and Physical Layer (PHY)
Specification;

1SO 13406-1 (1999) Ergonomic requirements for work with visual displays based on flat panels. Part 1—Introduction;

1SO 13406-2 (2001) Ergonomic requirements for work with visual displays based on flat panels. Part 2—Ergonomic requirements for flat
panel displays;

|IEC 80416-1 (2001) Basic principles for graphical symbols for use on equipment—Part 1: Creation of symbol originals;

1SO 80416-2 (2002) Basic principles for graphical symbols for use on equipment—Part 2: Form and use of arrows;

|EC 80416-3 (2002) Basic principles for graphical symbols for use on equipment—Part 3: Guidelines for the application of graphical

symbols;

1SO 80416-4 (2005) Basic principles for graphical symbols for use on i Part 4 idelines for the ion of graphical
symbols for use on screens and displays;

1SO 9241-151 (2008) Er ics of hi t ion—Part 151: Guidance on World Wide Web user interfaces;

1S0 9355-1 (1999) Ergonomic requirements forthe design of displays and control actuators. Part 1: Human interactions with displays and
control actuators;

1SO 9355-2 (1999) Ergonomic requirements for the design of displays and control actuators. Part 2: Displays;

1S0 9999 (2007) Assistive products for persons with disability—Classification and terminology;

1SO/CD 24500Guidelines for all people, including elderly persons and persons with disabilities—Auditory signals on consumer products;

ISO/IEC 15411 (1999) Information technology—Segmented keyboard layouts;

ISO/IEC 15412 (1999) Information technology—Portable keyboard layouts;

ISO/IEC 24755 (2007) Information technology—Screen icons and symbols for personal mobile communication devices;

ISO/IEC CD 24786-1Information Technology—User interfaces—Accessible user interface for accessibility setting on information devices—
Part 1: General and methods to start;

ISO/IEC TR 15440 (2005) Information Technology—Future keyboards and other associated input devices and related entry methods;

ISO/IEC TR 19765 (2007) Information technology—Survey of icons and symbols that provide access to functions and facilities to improve
the use of IT products by the elderly and persons with disabilities;

ISO/IEC TR 19766 (2007) Information technology—Guidelines for the design of icons and symbols accessible to all users, including the
elderly and persons with disabilities;

ITU-T E.902 (1995) Interactive services design guidelines;

ITU-T P.85 (1994) A method for subjective performance assessment of the quality of speech voice;

Section 504 of the Rehabilitation Act;

Section 508 of the Rehabilitation Act;

1SO 9241-20 (2008)—Ergonomics of Human-System Interaction—Part 20: Accessibility guidelines for information/communication
technology (ICT) equipment and services;

1SO 9241-171 (2008)—Ergonomics of Human-System Interaction—Part 171: Guidance on software accessibility; and

ISO/IEC 40500 (2012)—Web Content Accessibility Guidelines (WCAG) 2.0.
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HI Barb,

Here is the third email with some standards information. The reason that | mention these is our SDLC program requires us to cite
any compliance and this may help us in the URRA documentation as well for all products going forward. It would be ideal to
ensure that we comply with some and we therefore state that we comply — so when we have to certify with localized bodies like
MIPS or submit a filing to the FDA or EU, we can certify and have traceability that we comply. This is the heart of the “global
system requirements” conversation for User interfaces in our products. I’'m hoping as we move forward with the new interfa;
guidelines that these are cited at the top level, rather than having to comb through and cite non-compliances later,

Anneliis is involved with citing these guidelines in our UX design for UCDs and the KPIs collec risk analysis.
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For MIPS, we were required to reference many standards — seen here:

https://www.healthit.gov/test-method/safety-ent d-design

'www.healthit.gov/test-method/accessil centered-design

this list is from the MIPS accessibility standard:
The accessibility standards and laws listed below are examples. [80 FR 16862] Because this list is not exhaustive, health IT developers
may use accessibility standards not included in this list, but in all cases the accessibility standard or law and the standards developing
organization(s) recognizing the standard or government entity recognizing the standard or law must be identified. Additional example
accessibility standards and laws will be identified as appropriate. [80 FR 62673

ETSI ES 202 076—Human Factors (HF); User Interfaces; Generic spoken command vocabulary for ICT devices and services;

ETSI ETS 300 679—Terminal i (TE); pl for the hearing impaired; Electrical coupling of telephone sets to hearing aids;

ETSI TR 102 068 (2002) Human Factors (HF): Requirements for assistive technology devices in ICT;

ETSI TS 102 511 (2007) Human Factors (HF): AT commands for assistive mobile device interfaces;

|EEE 802.11IEEE standard for Information Technology; Telecommunications and information: Exchange between systems; local and
metropolitan area network; specific requirements—Part 11: Wireless LAN Medium Access Control (MAC) and Physical Layer (PHY)
Specification;

1SO 13406-1 (1999) Ergonomic requirements for work with visual displays based on flat panels. Part 1—Introduction;

1SO 13406-2 (2001) Ergonomic requirements for work with visual displays based on flat panels. Part 2—Ergonomic requirements for flat
panel displays;

|IEC 80416-1 (2001) Basic principles for graphical symbols for use on equipment—Part 1: Creation of symbol originals;

1SO 80416-2 (2002) Basic principles for graphical symbols for use on equipment—Part 2: Form and use of arrows;

|EC 80416-3 (2002) Basic principles for graphical symbols for use on equipment—Part 3: Guidelines for the application of graphical

symbols;

1SO 80416-4 (2005) Basic principles for graphical symbols for use on i Part 4 idelines for the ion of graphical
symbols for use on screens and displays;

1SO 9241-151 (2008) Er ics of hi t ion—Part 151: Guidance on World Wide Web user interfaces;

1S0 9355-1 (1999) Ergonomic requirements forthe design of displays and control actuators. Part 1: Human interactions with displays and
control actuators;

1SO 9355-2 (1999) Ergonomic requirements for the design of displays and control actuators. Part 2: Displays;

1S0 9999 (2007) Assistive products for persons with disability—Classification and terminology;

1SO/CD 24500Guidelines for all people, including elderly persons and persons with disabilities—Auditory signals on consumer products;

ISO/IEC 15411 (1999) Information technology—Segmented keyboard layouts;

ISO/IEC 15412 (1999) Information technology—Portable keyboard layouts;

ISO/IEC 24755 (2007) Information technology—Screen icons and symbols for personal mobile communication devices;

ISO/IEC CD 24786-1Information Technology—User interfaces—Accessible user interface for accessibility setting on information devices—
Part 1: General and methods to start;

ISO/IEC TR 15440 (2005) Information Technology—Future keyboards and other associated input devices and related entry methods;

ISO/IEC TR 19765 (2007) Information technology—Survey of icons and symbols that provide access to functions and facilities to improve
the use of IT products by the elderly and persons with disabilities;

ISO/IEC TR 19766 (2007) Information technology—Guidelines for the design of icons and symbols accessible to all users, including the
elderly and persons with disabilities;

ITU-T E.902 (1995) Interactive services design guidelines;

ITU-T P.85 (1994) A method for subjective performance assessment of the quality of speech voice;

Section 504 of the Rehabilitation Act;

Section 508 of the Rehabilitation Act;

1SO 9241-20 (2008)—Ergonomics of Human-System Interaction—Part 20: Accessibility guidelines for information/communication
technology (ICT) equipment and services;

1SO 9241-171 (2008)—Ergonomics of Human-System Interaction—Part 171: Guidance on software accessibility; and

ISO/IEC 40500 (2012)—Web Content Accessibility Guidelines (WCAG) 2.0.

EUSVEVENY

Manager, Product Management, Oncology Continuum Solutions

IEC 62366-2:2016(en)
Medical devices — Part 2: Guidance on the application of
usability engineering to medical devices. (108 pages)
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HI Barb,

Here is the third email with some standards information. The reason that | mention these is our SDLC program requires us to cite
any compliance and this may help us in the URRA documentation as well for all products going forward. It would be ideal to
ensure that we comply with some and we therefore state that we comply — so when we have to certify with localized bodies like
MIPS or submit a filing to the FDA or EU, we can certify and have traceability that we comply. This is the heart of the “global
system requirements” conversation for User interfaces in our products. I’m hoping as we move forward with the new interface
guidelines that these are cited at the top level, rather than having to comb through and cite non-compliances later.

Anneliis is involved with citing these guidelines in our UX design for UCDs and the KPIs collected during testing and risk analysis.

|EC62366 https://www.iso.org/obp/ui/fr/#i iec:tr:62366:-2:ed-1:vi:en

1SO 9241 is referenced in documentation frequently, and has very specific
https://www.iso.org/obp/ui/#i i50:9241:-161:ed-1:vl:en

FDA — Applying human factors and usability engineering to medical devices

htty 'www.fda.gov/regulatory-information/search-fd: id: -docul [applying-h factors-and-usability-engineering-
medical-devices

For MIPS, we were required to reference many standards — seen here:

h 'www.healthit.gov/test-method/safety-enhanced-design

'www.healthit.gov/test-method/accessil centered-design

this list is from the MIPS accessibility standard:
The accessibility standards and laws listed below are examples. [80 FR 16862] Because this list is not exhaustive, health IT developers
may use accessibility standards not included in this list, but in all cases the accessibility standard or law and the standards developing
organization(s) recognizing the standard or government entity recognizing the standard or law must be identified. Additional example
accessibility standards and laws will be identified as appropriate. [80 FR 62673

ETSI ES 202 076—Human Factors (HF); User Interfaces; Generic spoken command vocabulary for ICT devices and services;

ETSI ETS 300 679—Terminal i (TE); pl for the hearing impaired; Electrical coupling of telephone sets to hearing aids;

ETSI TR 102 068 (2002) Human Factors (HF): Requirements for assistive technology devices in ICT;

ETSI TS 102 511 (2007) Human Factors (HF): AT commands for assistive mobile device interfaces;

|EEE 802.11IEEE standard for Information Technology; Telecommunications and information: Exchange between systems; local and
metropolitan area network; specific requirements—Part 11: Wireless LAN Medium Access Control (MAC) and Physical Layer (PHY)
Specification;

1SO 13406-1 (1999) Ergonomic requirements for work with visual displays based on flat panels. Part 1—Introduction;

1SO 13406-2 (2001) Ergonomic requirements for work with visual displays based on flat panels. Part 2—Ergonomic requirements for flat
panel displays;

|IEC 80416-1 (2001) Basic principles for graphical symbols for use on equipment—Part 1: Creation of symbol originals;

1SO 80416-2 (2002) Basic principles for graphical symbols for use on equipment—Part 2: Form and use of arrows;

|EC 80416-3 (2002) Basic principles for graphical symbols for use on equipment—Part 3: Guidelines for the application of graphical

symbols;

1SO 80416-4 (2005) Basic principles for graphical symbols for use on i Part 4 idelines for the ion of graphical
symbols for use on screens and displays;

1SO 9241-151 (2008) Er ics of hi ystem i ion—Part 151: Guidance on World Wide Web user interfaces;

1S0 9355-1 (1999) Ergonomic requirements for the design of displays and control actuators. Part 1: Human interactions with displays and
control actuators;

1SO 9355-2 (1999) Ergonomic requirements for the design of displays and control actuators. Part 2: Displays;

1S0 9999 (2007) Assistive products for persons with disability—Classification and terminology;

1SO/CD 24500Guidelines for all people, including elderly persons and persons with disabilities—Auditory signals on consumer products;

ISO/IEC 15411 (1999) Information technology—Segmented keyboard layouts;

ISO/IEC 15412 (1999) Information technology—Portable keyboard layouts;

ISO/IEC 24755 (2007) Information technology—Screen icons and symbols for personal mobile communication devices;

ISO/IEC CD 24786-1Information Technology—User interfaces—Accessible user interface for accessibility setting on information devices—
Part 1: General and methods to start;

ISO/IEC TR 15440 (2005) Information Technology—Future keyboards and other associated input devices and related entry methods;

ISO/IEC TR 19765 (2007) Information technology—Survey of icons and symbols that provide access to functions and facilities to improve
the use of IT products by the elderly and persons with disabilities;

ISO/IEC TR 19766 (2007) Information technology—Guidelines for the design of icons and symbols accessible to all users, including the
elderly and persons with disabilities;

ITU-T E.902 (1995) Interactive services design guidelines;

ITU-T P.85 (1994) A method for subjective performance assessment of the quality of speech voice;

Section 504 of the Rehabilitation Act;

Section 508 of the Rehabilitation Act;

1SO 9241-20 (2008)—Ergonomics of Human-System Interaction—Part 20: Accessibility guidelines for information/communication
technology (ICT) equipment and services;

1SO 9241-171 (2008)—Ergonomics of Human-System Interaction—Part 171: Guidance on software accessibility; and

ISO/IEC 40500 (2012)—Web Content Accessibility Guidelines (WCAG) 2.0.

EUSVEVENY

Manager, Product Management, Oncology Continuum Solutions

IEC 62366-2:2016(en)
Medical devices — Part 2: Guidance on the application of
usability engineering to medical devices. (108 pages)

ISO 9241-161:2016(en)
Ergonomics of human-system interaction — Part 161:
Guidance on visual user-interface elements. (42 pages)
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HI Barb,

Here is the third email with some standards information. The reason that | mention these is our SDLC program requires us to cite
any compliance and this may help us in the URRA documentation as well for all products going forward. It would be ideal to
ensure that we comply with some and we therefore state that we comply — so when we have to certify with localized bodies like
MIPS or submit a filing to the FDA or EU, we can certify and have traceability that we comply. This is the heart of the “global
system requirements” conversation for User interfaces in our products. I’m hoping as we move forward with the new interface
guidelines that these are cited at the top level, rather than having to comb through and cite non-compliances later.

Anneliis is involved with citing these guidelines in our UX design for UCDs and the KPIs collected during testing and risk analysis.

|EC62366 https://www.iso.org/obp/ui/fr/#i iec:tr:62366:-2:ed-1:vi:en

1SO 9241 is referenced in documentation frequently, and has very specific design elements called out.
https://www.iso.org/obp/ui/#i i50:9241:-161:ed-1:vl:en

FDA — Applying human factors and usability engineering to medical devices
htty 'www.fda.gov/regulatory-information/search-fda-guidance-documents/applym
medical-devices

For MIPS, we were required to reference many standards — seen here:

h 'www.healthit.gov/test-method/safety-enhanced-design

centered-design

'www.healthit.gov/test-method/accessil

this list is from the MIPS accessibility standard:
The accessibility standards and laws listed below are examples. [80 FR 16862] Because this list is not exhaustive, health IT developers
may use accessibility standards not included in this list, but in all cases the accessibility standard or law and the standards developing
organization(s) recognizing the standard or government entity recognizing the standard or law must be identified. Additional example
accessibility standards and laws will be identified as appropriate. [80 FR 62673]

ETSI ES 202 076—Human Factors (HF); User Interfaces; Generic spoken command vocabulary for ICT devices and services;

ETSI ETS 300 679—Terminal i (TE); pl for the hearing impaired; Electrical coupling of telephone sets to hearing aids;

ETSI TR 102 068 (2002) Human Factors (HF): Requirements for assistive technology devices in ICT;

ETSI TS 102 511 (2007) Human Factors (HF): AT commands for assistive mobile device interfaces;

|EEE 802.11IEEE standard for Information Technology; Telecommunications and information: Exchange between systems; local and
metropolitan area network; specific requirements—Part 11: Wireless LAN Medium Access Control (MAC) and Physical Layer (PHY)
Specification;

1SO 13406-1 (1999) Ergonomic requirements for work with visual displays based on flat panels. Part 1—Introduction;

1SO 13406-2 (2001) Ergonomic requirements for work with visual displays based on flat panels. Part 2—Ergonomic requirements for flat
panel displays;

|IEC 80416-1 (2001) Basic principles for graphical symbols for use on equipment—Part 1: Creation of symbol originals;

1SO 80416-2 (2002) Basic principles for graphical symbols for use on equipment—Part 2: Form and use of arrows;

|EC 80416-3 (2002) Basic principles for graphical symbols for use on equipment—Part 3: Guidelines for the application of graphical

symbols;

1SO 80416-4 (2005) Basic principles for graphical symbols for use on i Part 4 idelines for the ion of graphical
symbols for use on screens and displays;

1SO 9241-151 (2008) Er ics of hi ystem i ion—Part 151: Guidance on World Wide Web user interfaces;

1S0 9355-1 (1999) Ergonomic requirements for the design of displays and control actuators. Part 1: Human interactions with displays and
control actuators;

1SO 9355-2 (1999) Ergonomic requirements for the design of displays and control actuators. Part 2: Displays;

1S0 9999 (2007) Assistive products for persons with disability—Classification and terminology;

1SO/CD 24500Guidelines for all people, including elderly persons and persons with disabilities—Auditory signals on consumer products;

ISO/IEC 15411 (1999) Information technology—Segmented keyboard layouts;

ISO/IEC 15412 (1999) Information technology—Portable keyboard layouts;

ISO/IEC 24755 (2007) Information technology—Screen icons and symbols for personal mobile communication devices;

ISO/IEC CD 24786-1Information Technology—User interfaces—Accessible user interface for accessibility setting on information devices—
Part 1: General and methods to start;

ISO/IEC TR 15440 (2005) Information Technology—Future keyboards and other associated input devices and related entry methods;

ISO/IEC TR 19765 (2007) Information technology—Survey of icons and symbols that provide access to functions and facilities to improve
the use of IT products by the elderly and persons with disabilities;

ISO/IEC TR 19766 (2007) Information technology—Guidelines for the design of icons and symbols accessible to all users, including the
elderly and persons with disabilities;

ITU-T E.902 (1995) Interactive services design guidelines;

ITU-T P.85 (1994) A method for subjective performance assessment of the quality of speech voice;

Section 504 of the Rehabilitation Act;

Section 508 of the Rehabilitation Act;

1SO 9241-20 (2008)—Ergonomics of Human-System Interaction—Part 20: Accessibility guidelines for information/communication
technology (ICT) equipment and services;

1SO 9241-171 (2008)—Ergonomics of Human-System Interaction—Part 171: Guidance on software accessibility; and

ISO/IEC 40500 (2012)—Web Content Accessibility Guidelines (WCAG) 2.0.

EUSVEVENY

Manager, Product Management, Oncology Continuum Solutions

IEC 62366-2:2016(en)
Medical devices — Part 2: Guidance on the application of
usability engineering to medical devices. (108 pages)

ISO 9241-161:2016(en)
Ergonomics of human-system interaction — Part 161:
Guidance on visual user-interface elements. (42 pages)

FDA-2011-D-0469
Applying Human Factors and Usability Engineering to
Medical Devices (49 pages)

varian

A Siemens Healthineers Company



User Interface (UX) Guidelines, Certifications, etc for our products.

Message ®@
User Interface (UX) Guidelines, Certifications, etc for our products.

N T P N B e
@ P O CONSRS R F i NFUPUEVINPEV WS AN Rrr s A
s Am)v-«‘( PR AN MW\»N + No M{-\,&u— AN = ¢ - 2 more
Show Details
—> You forwarded this message on 4/29/21, 5:31 PM. Show Forward
[} confidential\Anyone (not protected)

HI Barb,

Here is the third email with some standards information. The reason that | mention these is our SDLC program requires us to cite
any compliance and this may help us in the URRA documentation as well for all products going forward. It would be ideal to
ensure that we comply with some and we therefore state that we comply — so when we have to certify with localized bodies like
MIPS or submit a filing to the FDA or EU, we can certify and have traceability that we comply. This is the heart of the “global
system requirements” conversation for User interfaces in our products. I’m hoping as we move forward with the new interface
guidelines that these are cited at the top level, rather than having to comb through and cite non-compliances later.

Anneliis is involved with citing these guidelines in our UX design for UCDs and the KPIs collected during testing and risk analysis.

IEC62366 https://www.iso.org/obp/ui/fr/#i iec:tr:62366:-2:ed-1:vi:en

1SO 9241 is referenced in documentation frequently, and has very specific design elements called out.
https://www.iso.org/obp/ui/#i i50:9241:-161:ed-1:vl:en

FDA — Applying human factors and usability engineering to medical devices

htty 'www.fda.gov/regulatory-information/search-fd: id: -docul [applying-h factors-and-usability-engineering-
medical-devices

For MIPS, we were required to reference many standards — seen here:

h 'www.healthit.gov/test-method/safety-enhanced-design

'www.healthit.gov/test-method/accessil centered-design

this list is from the MIPS accessibility standard:
The accessibility standards and laws listed below are examples. [80 FR 16862] Because this list is not exhaustive, heal
may use accessibility standards not included in this list, but in all cases the accessibility standard or law and the standards de}
organization(s) recognizing the standard or government entity recognizing the standard or law must be identified. Additional example
accessibility standards and laws will be identified as appropriate. [80 FR 62673]

ETSI ES 202 076—Human Factors (HF); User Interfaces; Generic spoken command vocabulary for ICT devices and services;

ETSI ETS 300 679—Terminal i (TE); pl for the hearing impaired; Electrical coupling of telephone sets to hearing aids;

ETSI TR 102 068 (2002) Human Factors (HF): Requirements for assistive technology devices in ICT;

ETSI TS 102 511 (2007) Human Factors (HF): AT commands for assistive mobile device interfaces;

|EEE 802.11IEEE standard for Information Technology; Telecommunications and information: Exchange between systems; local and
metropolitan area network; specific requirements—Part 11: Wireless LAN Medium Access Control (MAC) and Physical Layer (PHY)
Specification;

1SO 13406-1 (1999) Ergonomic requirements for work with visual displays based on flat panels. Part 1—Introduction;

1SO 13406-2 (2001) Ergonomic requirements for work with visual displays based on flat panels. Part 2—Ergonomic requirements for flat
panel displays;

IEC 80416-1 (2001) Basic principles for graphical symbols for use on equipment—Part 1: Creation of symbol originals;

1SO 80416-2 (2002) Basic principles for graphical symbols for use on equipment—Part 2: Form and use of arrows;

|EC 80416-3 (2002) Basic principles for graphical symbols for use on equipment—Part 3: Guidelines for the application of graphical

symbols;

1SO 80416-4 (2005) Basic principles for graphical symbols for use on i Part 4 idelines for the ion of graphical
symbols for use on screens and displays;

1SO 9241-151 (2008) Er ics of hi ystem i ion—Part 151: Guidance on World Wide Web user interfaces;

1S0 9355-1 (1999) Ergonomic requirements for the design of displays and control actuators. Part 1: Human interactions with displays and
control actuators;

1SO 9355-2 (1999) Ergonomic requirements for the design of displays and control actuators. Part 2: Displays;

1S0 9999 (2007) Assistive products for persons with disability—Classification and terminology;

1SO/CD 24500Guidelines for all people, including elderly persons and persons with disabilities—Auditory signals on consumer products;

ISO/IEC 15411 (1999) Information technology—Segmented keyboard layouts;

ISO/IEC 15412 (1999) Information technology—Portable keyboard layouts;

ISO/IEC 24755 (2007) Information technology—Screen icons and symbols for personal mobile communication devices;

ISO/IEC CD 24786-1Information Technology—User interfaces—Accessible user interface for accessibility setting on information devices—
Part 1: General and methods to start;

ISO/IEC TR 15440 (2005) Information Technology—Future keyboards and other associated input devices and related entry methods;

ISO/IEC TR 19765 (2007) Information technology—Survey of icons and symbols that provide access to functions and facilities to improve
the use of IT products by the elderly and persons with disabilities;

ISO/IEC TR 19766 (2007) Information technology—Guidelines for the design of icons and symbols accessible to all users, including the
elderly and persons with disabilities;

ITU-T E.902 (1995) Interactive services design guidelines;

ITU-T P.85 (1994) A method for subjective performance assessment of the quality of speech voice;

Section 504 of the Rehabilitation Act;

Section 508 of the Rehabilitation Act;

1SO 9241-20 (2008)—Ergonomics of Human-System Interaction—Part 20: Accessibility guidelines for information/communication
technology (ICT) equipment and services;

1SO 9241-171 (2008)—Ergonomics of Human-System Interaction—Part 171: Guidance on software accessibility; and

ISO/IEC 40500 (2012)—Web Content Accessibility Guidelines (WCAG) 2.0.

EUSVEVENY

Manager, Product Management, Oncology Continuum Solutions

IEC 62366-2:2016(en)
Medical devices — Part 2: Guidance on the application of
usability engineering to medical devices. (108 pages)

ISO 9241-161:2016(en)
Ergonomics of human-system interaction — Part 161:
Guidance on visual user-interface elements. (42 pages)

FDA-2011-D-0469
Applying Human Factors and Usability Engineering to
Medical Devices (49 pages)

170.315(g)(3)
Safety-enhanced design (7 pages)
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HI Barb,

Here is the third email with some standards information. The reason that | mention these is our SDLC program requires us to cite M e d | Ca I d eVl Ces —_— Pa rt 2 : G u | d a N Ce o N t h e a p pl |Cat| o N Of

any compliance and this may help us in the URRA documentation as well for all products going forward. It would be ideal to
ensure that we comply with some and we therefore state that we comply — so when we have to certify with localized bodies like ol . . . .

MIPS or submit a filing to the FDA or EU, we can certify and have traceability that we comply. This is the heart of the “global USa bl | |ty engl nee rl ng to med |Ca | deVICeS, ( 108 pages)
system requirements” conversation for User interfaces in our products. I’m hoping as we move forward with the new interface
guidelines that these are cited at the top level, rather than having to comb through and cite non-compliances later.

Anneliis is involved with citing these guidelines in our UX design for UCDs and the KPIs collected during testing and risk analysis.

ISO 9241-161:2016(en)

|EC62366 https://www.iso.org/obp/ui/fr/#i iec:tr:62366:-2:ed-1:vi:en
1SO 9241 is referenced in documentation frequently, and has very specific design elements called out. E rgo n O m i CS Of h u m a n —Syste m i nte ra Cti O n —_— Pa rt 1 6 1 .
https://www.iso.org/obp/ui/#i i50:9241:-161:ed-1:vl:en -

FDA — Applying human factors and usability engineering to medical devices G u I d a n Ce O n Vis u a | u Se r‘l nte rfa Ce e | e m e ntS . (4 2 p a ges )

htty 'www.fda.gov/regulatory-information/search-fd: id: -docul [applying-h factors-and-usability-engineering-
medical-devices

For MIPS, we were required to reference many standards — seen here:

FDA-2011-D-0469
Applying Human Factors and Usability Engineering to
Medical Devices (49 pages)

h 'www.healthit.gov/test-method/safety-enhanced-design

'www.healthit.gov/test-method/accessil centered-design

this list is from the MIPS accessibility standard:
The accessibility standards and laws listed below are examples. [80 FR 16862] Because this list is not exhaustive, heal
may use accessibility standards not included in this list, but in all cases the accessibility standard or law and the standards de}
organization(s) recognizing the standard or government entity recognizing the standard or law must be identified. Additional example
accessibility standards and laws will be identified as appropriate. [80 FR 62673]

ETSI ES 202 076—Human Factors (HF); User Interfaces; Generic spoken command vocabulary for ICT devices and services;

ETSI ETS 300 679—Terminal i (TE); pl for the hearing impaired; Electrical coupling of telephone sets to hearing aids;

ETSI TR 102 068 (2002) Human Factors (HF): Requirements for assistive technology devices in ICT; 1 70 3 1 5 (g) ( 3)
.

ETSI TS 102 511 (2007) Human Factors (HF): AT commands for assistive mobile device interfaces;

|EEE 802.11IEEE standard for Information Technology; Telecommunications and information: Exchange between systems; local and .
metropolitan area network; specific requirements—Part 11: Wireless LAN Medium Access Control (MAC) and Physical Layer (PHY) S a fety— e n h a n C e d d e S I g n ( 7 p a g O F STA N DA R D S !
Specification;

IS(? 13406-1 (1999) Ergonomic requirements for work with visual displays based on flat panels. Part 1—Introduction;

1SO 13406-2 (2001) Ergonomic requirements for work with visual displays based on flat panels. Part 2—Ergonomic requirements for flat
panel displays;

|IEC 80416-1 (2001) Basic principles for graphical symbols for use on equipment—Part 1: Creation of symbol originals;

1SO 80416-2 (2002) Basic principles for graphical symbols for use on equipment—Part 2: Form and use of arrows;

|EC 80416-3 (2002) Basic principles for graphical symbols for use on equipment—Part 3: Guidelines for the application of graphical

symbols;

1SO 80416-4 (2005) Basic principles for graphical symbols for use on i Part 4 idelines for the ion of graphical
symbols for use on screens and displays;

1SO 9241-151 (2008) Er ics of hi ystem i ion—Part 151: Guidance on World Wide Web user interfaces;

1S0 9355-1 (1999) Ergonomic requirements for the design of displays and control actuators. Part 1: Human interactions with displays and
control actuators;

1SO 9355-2 (1999) Ergonomic requirements for the design of displays and control actuators. Part 2: Displays;

1S0 9999 (2007) Assistive products for persons with disability—Classification and terminology;

1SO/CD 24500Guidelines for all people, including elderly persons and persons with disabilities—Auditory signals on consumer products;

ISO/IEC 15411 (1999) Information technology—Segmented keyboard layouts;

ISO/IEC 15412 (1999) Information technology—Portable keyboard layouts;

ISO/IEC 24755 (2007) Information technology—Screen icons and symbols for personal mobile communication devices;

ISO/IEC CD 24786-1Information Technology—User interfaces—Accessible user interface for accessibility setting on information devices—
Part 1: General and methods to start;

ISO/IEC TR 15440 (2005) Information Technology—Future keyboards and other associated input devices and related entry methods;

ISO/IEC TR 19765 (2007) Information technology—Survey of icons and symbols that provide access to functions and facilities to improve
the use of IT products by the elderly and persons with disabilities;

ISO/IEC TR 19766 (2007) Information technology—Guidelines for the design of icons and symbols accessible to all users, including the
elderly and persons with disabilities;

ITU-T E.902 (1995) Interactive services design guidelines;

ITU-T P.85 (1994) A method for subjective performance assessment of the quality of speech voice;

Section 504 of the Rehabilitation Act;

Section 508 of the Rehabilitation Act;
1SO 9241-20 (2008)—Ergonomics of Human-System Interaction—Part 20: Accessibility guidelines for information/communication
technology (ICT) equipment and services;

1SO 9241-171 (2008)—Ergonomics of Human-System Interaction—Part 171: Guidance on software accessibility; and
ISO/IEC 40500 (2012)—Web Content Accessibility Guidelines (WCAG) 2.0. A Siemens Healthineers Company
N rane
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6. Design recommendations

6.3.4 Use a space between numbers
and units of measure

Recommendation - leave a blank space
between a number and unit of measure

Leave a single blank, non-breaking space between
a number and its unit of measure (for example, 32
units).

Rationale - prevent misreading numbers due
to close proximity of trailing units of measure

Confusion is possible when numbers appear to
flow into the units of measure that follow them.

Dose based
Do this:

sodium chloride 0.9% — irrigation —

intravesical — bladder — rate (1 L/hour

This situation can be exacerbated by insufficient

spacing and incorrect display of units of measure.

In Examples 6.3.4b and 6.3.4d, no spacing has
been used between the numbers and units
of measure.

In the case of the sodium chloride infusion, the
result may be misread as ‘11 litres per hour’. While
the actual administration of 11 litres per hour
would be very unlikely, the example shown would
still be confusing. For the insulin injection, the
dose may be misread as 320 units, with a 10-fold
increase of the intended dose.

Don't do this:

sodium chloride 0.9% - irrigati
intravesical — bladder — rate (1

continuous E\ . continuous Eii

Dose based
Do this:

insulin glargine 100 units/mL — Lantus —
injection — subcutaneous — pos:

once a day Qi

Don'’t do this:

insulin glargine 100 units/mL — Lantus —
injection — subcutaneous — posH
once a day |

(%)

National Guidelines for On-Screen Display of Medicines Information - December 2017
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ana units or measure

Recommendation - leave a blank space
between a number and unit of measure

Leave a single blank, non-breaking space between
a number and its unit of measure (for example, 32
units).

Rationale - prevent misreading numbers due
to close proximity of trailing units of measure

Confusion is possible when numbers appear to
flow into the units of measure that follow them.

Dose based

Do this:

sodium chloride 0.9% — irrigation —
intravesical — bladder — raTE (1 L/hour
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In Examples 6.3.4b and 6.3.4d, no spacing has
been used between the numbers and units
of measure.

In the case of the sodium chloride infusion, the
result may be misread as ‘11 litres per hour’. While

the actual administration of 11 litres per hour

would be very unlikely, the example shown would

still be confusing. For the insulin injection, the

dose may be misread as 320 units, with a 10-fold

increase of the intended dose.

Don'’t do this:

sodium chloride 0.9% — irrigation —
intravesical — bladder — raTe (1L/hour

continuous QF continuous 8

Dose based

Do this: —\

insulin glargine 100 units/mL — Lantus —
injection — subcutaneous — posE

once a day QF

Don’t do this:

insulin glargine 100 units/mL — Lantus —
injection — subcutaneous — posH

once a day 8
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“Don’t kill Grandma.”
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2. It’s big and complex.



“Can’t we just...”
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5:08 PM

‘& COVID Alert

No exposure detected

You have not been near anyone who
reported a COVID-19 diagnosis through
this app.

COVID Alert is active

Tap for menu
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1. It’s regulated.
2. It’s big and complex.

eeeeeeeeeeeeeeeeeeeeeeeeee



“Move fast and break things.”

eeeeeeeeeeeeeeeeeeeeeeeeee



“Move fast and break things.” *

* Except when those ‘things’ are cancer patients.

eeeeeeeeeeeeeeeeeeeeeeeeee
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3 coping mechanisms



1. Look for short(er)-term wins



VO riOnThinkm Search content in the platfo

Side projects.

(that move fast)

u"“

Video Quick Tips My Courses and Learning Pla MyVarian
Learn something new < Your learning enroliments -~ Browse course of ffering
A |$ L &

w7’

o .



Look for side projects that are...

still meaningful.




2. (Re)connect with your users.



©
=
O
=
©
S
s O
.5
o
WA
N}
==
-
O
0



Connecting with our users through

site visits.




1. Look for short(er)-term wins
2. (Re)connect with your users.

eeeeeeeeeeeeeeeeeeeeeeeeee



This Is what you wanted to do.



Vision:
A World Without
Fear of Cancer




What’s my
periwinkle carpet?
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