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Background & Context
What got us here?
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https://www.theainavigator.com/blog/what-is-reinforcement-learning-rl
https://www.theainavigator.com/blog/what-is-chatgpt

Need for Regulation
What are we trying to safeguard ourselves from?

Safety & Fairness & Consumer Privacy & Data Ethical Promoting
Security Accountability Protection Protection Considerations Innovation
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Key Global Regulatory Trends & Initiatives

Figure 2: Approaches to Al rulemaking

Trend 1: The OECD principles for Al serve as a global
benchmark for Al guiding policymakers

Canada

Trend 2: Policymakers are adopting a risk-based approach to O
Al

Trend 3: Policymakers are considering sector-specific
considerations in Al oversight

Legislations & regulations

Trend 4: Regulators are increasingly considering how Al
Impacts other policy areas (e.g., data, cybersecurity, and digital O
content flows)

Singapore

Trend 5: Regulators are increasingly using sandboxes to

. . . . Guidelines
enable the responsible testing of Al innovations

Source:
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file:///var/folders/27/zymsycn15rj514l_pv32v0gw0000gp/T/MicrosoftEdgeDownloads/351259bf-b67a-491c-88f3-618e2192a05b/ey-the-artificial-intelligence-ai-global-regulatory-landscape.pdf

Landmark Regulations - EU Al Act

Timelines

The European Parliament, Commission and Council reached afolitical agreement on the
EU Artificial Intelligence Act 8 Dec. 2023

Once in force, it is likely to be the world's first comprehensive regulation of Al.

Entry into force 20 days after publication in the Entry into application 24 months after entry into

Official Journal of the EU. force, except for specific provisions.

The Commission plans to launch an Al Pact, which will commit Al developers on a voluntary basis to
iImplementing key obligations of the Al Act prior to entry into application

Prohibitions on Commission implementing act
unacceptable risk Al. on post-market monitoring.
6 Months 18 Months 36 Months
12 Months 24 Months End of 2030

Member states to have implemented
rules on penalties, including
administrative fines *a
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Obligations on providers of general-
purpose Al models go into effect.

Source : eu_ai_act timeline.pdf (iapp.org)



https://iapp.org/media/pdf/resource_center/eu_ai_act_timeline.pdf

Landmark Regulations - EU Al Act

High-level elements in the agreement

Source: EU reaches deal on world's first comprehensive Al regulation (iapp.org)
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https://iapp.org/news/a/eu-reaches-deal-on-worlds-first-comprehensive-ai-regulation/

Other Governmental Initiatives
US and Other Countries

-2022: Beijing Consensus on Artificial Intelligence and Education
-2022: Provisions on the Administration of Algorithm Recommendation of Internet Information Services in China

-2020: Guidelines on Assessment of Al Reliability in the Field of Plant Safety
-2019: Al Utilization Guidelines

-2020: Al Governance Testing Framework Minimum Viable Product
-2019: National Al Strategy

-2022: Establishing a pro-innovation approach to regulating Al
-2021: National Al Strategy
-2019: Guide to using Artificial Intelligence in the public sector

-2024: On April 29, 2024, NIST released a draft publication based on the Al Risk Management Framework (Al RMF) to help manage the
risk of Generative Al

-2023: NIST Al risk management framework
-2022: Blueprint for an Al Bill of Rights
-2022: Artificial Intelligence and algorithmic fairness initiative
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Ensuring Compliance

Relative importance of ethical principles

Companies Policymakers
Innovation -0.9 1
Data access -0.7 6 I
Precaution -0.50 I
Well-being -0.21 I

Safety and security -0.05

Human autonomy and agency
Transparency

Accountability

Explainability

Privacy and data rights

Fairness and avoiding bias

Source:
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file:///var/folders/27/zymsycn15rj514l_pv32v0gw0000gp/T/MicrosoftEdgeDownloads/351259bf-b67a-491c-88f3-618e2192a05b/ey-the-artificial-intelligence-ai-global-regulatory-landscape.pdf

Framework for Medical Product Development
WHOs 6 principles for an Al Regulatory Framework

Sources: WHOQO's 6 Principles For An Al Regulatory Framework For Medical Product Development
(meddeviceonline.com); Regulatory considerations on artificial intelligence for health (who.int
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https://www.meddeviceonline.com/doc/who-s-principles-for-an-ai-regulatory-framework-for-medical-product-development-0001
https://www.meddeviceonline.com/doc/who-s-principles-for-an-ai-regulatory-framework-for-medical-product-development-0001
https://iris.who.int/handle/10665/373421

Good Machine Learning Practice (GMLP)

Introducing new GxP practice?

= A set of principles and best
practlces for evelopmg and
o in mac ine Iearnmg
mo els, particularl
the context of medical ewces s r
and healthcare Multi-Disciplinary Expertise Is Leveraged Good Software Engineering and Security

Throughout the Total Product Life Cycle Practices Are Implemented

= The U.S. Food and Drug - -
Administration (FDA% Health Clinical Study Participants and Data Sets Are

Canada and the Uni Representative of the Intended Patient Training Data Sets Are Independent of Test Sets

Kln%dom s Medicines and Population

Reg LEhac':[(a);e RroedhuCCt%M HRA) R | DB R Na R Model Design Is Tailored to the Available Data

have joi I’TEK/ ident] ied 10 Upon Best Available Methods and Reflects the Intended Use of the Device
U|d|n rinciples that inform : .

e de\geﬁ)opmgnt of GMLP for Focus Is Placed on the Performance of the Testing D'er'nonstrates Device Performance
meglcall deV|”ces that USG Human-Al Team During Clinically Relevant Conditions
artiticlal intelligence
machine learni ng Al?M L Users Are Provided Clear, Essential Deployed Models Are Monitored for

tnformation Performance and Re-training Risks are Managed

= Joint guidance published in
2021

Source: Guiding Principles - GMLP (fda.gov) n
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https://www.fda.gov/media/153486/download

Guidance & Best Practices

Leading practices for establishing trusted Al ecosystem

Al advisory board

Al design
standards

Al inventory
and impact
assessment

Validation tools

Awareness
training

Independent
audits

Al advisory board is a multi-disciplinary advisory board providing independent advice and guidance on ethical considerations
in Al development. Advisors should be drawn from ethics, law, philosophy, technology, privacy, regulations and science. The
advisory board should report to and/or be governed by the Board of Directors.

Al ethical design policies and standards for the development of Al, including an Al ethical code of conduct and Al design
principles. The Al ethical design standards should define and govern the Al governance and accountability mechanisms to
safeqguard users, follow social norms and comply with laws and regulations.

An inventory of all algorithms, including key details of the Al, that is generated using software discovery tools.
Each algorithm in the inventory should be subject to an impact assessment to assess the risks involved in its development
and use.

Validation tools and techniques to confirm the algorithms are performing as intended and are producing accurate, fair and
unbiased outcomes. These tools can also be used to monitor changes to the algorithm’s decision framework.

Educating executives and Al developers on the potential legal and ethical considerations for the development of Al, and their
responsibility to safeguard an impacted users’ rights, freedoms and interests.

Undergoing independent Al ethical and design audits by a third-party against your Al and technology policies and standards,
and international standards to enhance users’ trust in your Al system.

An independent audit would evaluate the sufficiency and effectiveness of the governance model and controls across the Al
lifecycle from problem identification to model training and operation.

Source: ey-the-artificial-intelli lobal-regulatory-landscape.pdf
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file:///var/folders/27/zymsycn15rj514l_pv32v0gw0000gp/T/MicrosoftEdgeDownloads/351259bf-b67a-491c-88f3-618e2192a05b/ey-the-artificial-intelligence-ai-global-regulatory-landscape.pdf

Keys to Regulatory Approval

Software Risk
Management

Collaboration

Al/ML based
Medicinal
Product or

Software
Application

Transparency

N
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Algorithm
Design

Quality of
Data
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Conclusion

Al / ML is the future we must live in

Many regulations applicable for data privacy, security etc. will be applicable
Innovation is moving at a fast pace and Regulations will always play catch-up
Our obligation to prioritize ethical considerations, like we always do
Comprehensive strategy with heavy focus on risk, validation & compliance
Organizational change management & Training

Agility and Nimbleness are the keys to success
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Our Contact

Keep in touch with us

Venu Mallarapu
VP, Global Strategy & Operations
eClinical Solutions

vmallarapu@eclinicalsol.com @vmallarapu
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mailto:vmallarapu@eclinicalsol.com
https://www.eclinicalsol.com/?utm_campaign=PPT_gen&utm_source=General%20PPT&utm_medium=2024%20Templ
https://x.com/eClinical_Sol
https://x.com/vmallarapu
https://www.linkedin.com/company/eclinical-solutions/

Thank you ~




