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| wish for us all to remain
safe and well during this
challenging time.
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Background
Es summary

Trusted advisor to global public and private sector clients regarding m/eHealth architecture, strateqy
implementation and adoption

Specialties: eHealth technology & strategy. heaith enterprise architecture, big data analytics, heaith
informatics standards, lean healthcare. patient safety & quality of care, EHR implementation, security
prvacy. supply chain management (SCM). BPR. IT systems analysis, SOA
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ISO ISO/TC 215 N 3534
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ISOITC 215 "Health informatics”
Secretariat: ANSI
Committee Manager: Hawthorne Rachel Ms

ISO TC215 AHG2 FINAL Report 20210301

Document type Related content Document date Expected action
Decision / Resolution 2021-03-02 VOTE by 2021-04-03
Description

Per resolution 2020-83, AHG 2 has considered the comments received in N3423 and has submitted the
attached as the final report.

TC 215 members are now asked to vote on the following draft resolution:

Draft resolution 2021-07: ISO/TC 215 approves N3534 as the Final report from AHG 2.




*".:. Scope of AHG2 and its report

Q ISO TC215’s Ad hoc Group 2 (AHG2) was struck with
a mandate to explore the area of Al in Healthcare,
generally, and to inform the TC regarding future
work it should undertake in this area regarding
standards development

O The AHG2 report is expected to be used internally



0 Standards landscape

0 Principles & requirements
A Regulations

A Considerations for low-resource environments (e.g.
LMIC contexts)

a Skills / competence development
a Use cases
Q Security & privacy
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WHO-ITU Focus Group on “Artificial Intelligence for Health” (FG-AI4H): https://www.itu.int/en/ITU-T/focusgroups/ai4h/Pages/default.aspx



https://www.itu.int/en/ITU-T/focusgroups/ai4h/Pages/default.aspx

Q Value Perspectives:

enhancing patient experience
improving population health

reducing per capita health care
costs

safe-guarding/improving the
work-life of health care
providers

improving business processes
equity and inclusion

Q Requirements / Constraints:

privacy

accountability

safety and security
transparency and explainability
fairness and non-discrimination
nhuman control of technology
professional responsibility
bromotion of human values
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. AHG2 - Considerations for LMICs

WH

de-i
o quality improvement (CQl) of the global CCGs
themselves.

World Health

o

O undertakes big data analytics (ML) on
dentified datasets to support continuous

Countries adapt WHO'’s CCGs as
national CCGs. Digital health
solutions operationalize evidence-
based care, at scale, that leverages
coded, person-centric data.
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é WHO publishes Computable Care = é

. o Guideline (CCG) versions of their = =

. existing normative care . .

- guidelines. \ 4 .
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. 4:& Countries undertake big data analytics (ML) on de-
m . ° identified datasets to support continuous quality
 ssssssssssssssssssssnEESSn s improvement (CQl) of their care delivery network

operations and of their national CCGs.
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AHG2 - Skills & Competence

3.3. Recommendations
1. Develop an ISO/TC 215 TR on Al education, including gap analysis, using as example the ISO/TC
215 TR 18638 on privacy educations in health organizations.
K 2. Addto the ISO/TC 215 Information Governance Task Force a task to assess safety, privacy and
security topics related to Al education.

3. Add to the ISO/ISO/TC 215 Personalized Digital Health Informatics Task Force a task to assess

topics related to Al education.
4. Collaborate with ISO/JTC 1/SC42, ITU/WHO on Al education initiatives.

14



Security & Privacy
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Figure 3: System of systems (source ISO/IEC/IEEE 21839)

A system of systems (SoS) creates a “permutations and combinations” challenge.
The emergent capabilities of the SoS are a potential source of significant value.
The emergent risks are a potential source of concern.

capabilities

System Y
capabilities
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Al model design
and
implementation

Y

Al model training

Al model

r

Training data

integration into
health system

Health system
operation
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Continuous improvement

Figure 5: Example of Al system lifecycle

Application data

CQl-based approaches may be leveraged to mitigate risk.
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Security & Privacy

Impact Requirements Security and
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Figure 6: Example of overall practice for trustworthiness

Formal approaches (e.g. ISO/IEC 24028) may be leveraged.
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a Categories:
= Al technologies and
applications (e.g. ML,
NLP, CDS, etc.)

= Alin aclinical encounter

= Alin clinical, public health
and research sub-
specialties (e.g. radiology,
dentistry, etc.)

Ref: ISO TR 24291

a Classification axes:

* What type of A
algorithms or approach
are being used?

"= Where is the solution
being applied?

* Whatis the target user
group for the application?
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... AHG2 - Use cases (example)
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Radiology Groups Push HHS to Reject Engaging conversations ONTHE *
Proposal for Permanent De-Regulation of Al Horestopcs N RADIOLOGY
Software

March 9, 2021
Whitney J. Palmer

00000

ACR, RSNA, and SIIM call on HHS and FDA official to dismiss a “midnight” proposal
from the immediate-past HHS Secretary.

e Subseribe and listen fo
the Reading Room foday

Imaging intelligence.x

U.S. Department of Health & Human Services (HHS) officials should reject a last-minute News and commentary for radiclogists
proposal to permanently exempt certain medical devices, including several used by

radiologists, from Food & Drug Administration (FDA) 510(k) premarket notification on > ExpLoRE NOW -
requirements, said several industry leadership groups. '_ .

In a March 5 letter to the HHS, leaders from the American College of Radiology (ACR), b ﬁ -—/

Radiological Society of North America (RSNA), and the Society for Imaging Informatics |

in Medicine (SIIM) urged department officials to forego the recommendation from

immediate-past HHS Secretary Alex M. Azar, 1. ‘

This proposal would permanently exempt multiple devices, including artificial
intelligence/machine learning (Al/ML)-enabled software for computer-assisted/aided
triage, detection, or diagnosis, from the FDA 510(k) permanent review.

“This proposal is extraordinarily concerning from a patient safety perspective. Although
we do not anticipate implementation by the current administration, informatics experts

Show all X
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Trustworthiness

é ) a )
Efficacy /;‘kdoptability ) Understandability
- Minimizing bias - Human factors / usability - Reproducibility
Reliability, resilience, robustness - Education / skills - Explainability
Data quality - Transparency
- Privacy, security
\_ Verification and validation Y, \ ‘/ \_ Y,
Jppo : » andardizatic
The overarching theme on the application of Al Defining standardized methods, metrics, and solutic

in Healthcare is related to TRUST. The factors
related to this may be grouped according to
Efficacy, Adoptability, and Understandability.
These factors point to the areas where
standardization, and regulation, can be expected
to add value.
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Q Definitions and Frameworks:

Unambiguous and widely
adopted definitions are needed

Frameworks for categorizing
different “Al Solutions” need to
be codified to support the work
of regulatory organizations in
defining their risk-basec
frameworks (e.g. MDR, IMDRF)

Words with different meanings
In computer science vs.
healthcare need to be
disambiguated (e.g. validation).

Q Standardized methods:

d

S

Measure and reduce bias
Measure reliability

Assess reproducibility in non-
deterministic systems

Criteria for algorithm
explainability and/or
transparency

oftware lifecycle:
= Existing frameworks for SaMD

or SiMD need to be mapped
and updated if necessary

21
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There are markets that place higher value on innovation than on
risk mitigation; they have a different “appetite for risk”.

Conventional techniques for regulating SaMD have relied on
quality-related specifications typical in the medical device field
(e.g.1SO-13485). These don’t map especially well to “emergent
risk”.

Many of the more cutting edge approaches are not from the
family of “transparent algorithms”. Should they be allowed?

RCT-based approaches have a strong selection bias... and these
can significantly undermine Al techniques that rely on large
datasets characteristic of the target population.
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O The Al/ML-Based Software as a Medical Device Action Plan
outlines five actions that the FDA intends to take, including:

* Further developing the proposed regulatory framework, including through
issuance of draft guidance on a predetermined change control plan (for
software’s learning over time);

= Supporting the development of good machine learning practices to
evaluate and improve machine learning algorithms;

= Fostering a patient-centered approach, including device transparency to
users;

= Developing methods to evaluate and improve machine learning algorithms;
and

= Advancing real-world performance monitoring pilots.
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International initiatives — US FDA

0 “The plan outlines a holistic approach based on
total product lifecycle oversight to further the
enormous potential that these technologies have
to improve patient care while delivering safe and
effective software functionality that improves the
quality of care that patients receive. To stay
current and address patient safety and improve
access to these promising technologies, we
anticipate that this action plan will continue to
evolve over time.”

https://www.fda.gov/news-events/press-announcements/fda-releases-artificial-intellisencemachine-learning-action-plan 75



https://www.fda.gov/news-events/press-announcements/fda-releases-artificial-intelligencemachine-learning-action-plan

Home Policies News Library Funding Calendar Consultations

Home > Library > Proposal for a Regulation on a European approach for Artificial Intelligence

POLICY AND LEGISLATION | 21 APRIL 2021

Proposal for a Regulation on a European approach for Artificial
Intelligence

The Commission is proposing the first ever legal framework on Al,
which addresses the risks of Al and positions Europe to play a
leading role globally.

Downloads Metadata
See also
1. Proposal for a Regulation on a European approach for Communication on Fostering a European
Artificial Intelligence (.pdf) Download th approach to Artificial Intelligence

Related topics

Artificial intelligence

[I 2. Annexes to the Proposal (.pdf) Investing in network and technologies
Download 14

This site uses cookies to offer you a better browsing experience. Find out more on how we
o Use cookies s L Accept all cookies Accept only essential cookies

April 21, 2021: first-ever LEGAL framework for regulation of Al.

https://digital-strategy.ec.europa.eu/en/library/proposal-regulation-european-approach-artificial-intelligence
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... International initiatives — EU

2 “Faced with the rapid technological development of Al
and a global policy context where more and more
countries are investing heavily in Al, the EU must act as
one to harness the many opportunities and address
challenges of Al in a future-proof manner. To promote the
development of Al and address the potential high risks it
poses to safety and fundamental rights equally, the
Commission Is presenting both a proposal for a

regulatory framework on Al and a revised coordinated
plan on Al.”



a Advanced therapeutic products (ATPs) are drugs or devices that
our current regulations were not designed to handle because
they're so novel, complex and distinct.

A We're establishing a new pathway for ATPs based on new
provisions in the Food and Drugs Act from June 2019. This
pathway will let us authorize ATPs in a flexible and risk-based
manner. This approach is also known as a "regulatory sandbox"’
and will only be used when:

» sufficient evidence exists to support the safety of the product

= the products are so novel, complex and unique that existing rules under
the Food and Drugs Act cannot appropriately accommodate them
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Q Establishing a sandbox allows us to tailor regulatory
requirements for a specific product type. It addresses the
product's unique characteristics while maintaining high standards

for patient safety, product quality and efficacy.

Q Regulating products in a sandbox will require consultation with:
» those directly involved in development and use of these products, such as
hospitals, start-ups, small- and medium-sized enterprises and other
Innovators

= other health system players, including:

* international regUIatorS NOTE: The COVID-19 pandemic affected the timelines for

* health technology assessors implementation of the ATP pathway and concierge service. We
remain committed to advancing this initiative and will engage
with stakeholders to inform our approach.

29



30



