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Use of artificial intelligence (Al) and generative Al
(GenAl) in the life sciences industry, if used boldly, can
revolutionize work production and be “a catalyst to a
radical business transformation.”

As discussed in a recent Deloitte article,? “Can life
sciences companies unlock the full value of GenAl?”
the use of a string-of-pearls strategy—stringing
multiple use cases and other digital tools together
(rather than using individual GenAl use cases)—
could transform entire processes.

While GenAl has much promise, the global Al
regulatory environment could pose challenges for the
life sciences industry. A global collaborative and clarity
of the regulatory environment can help accelerate the
Al journey and adoption across regions. We recognize
that a global set of regulations is not feasible. However,
itis our belief is that the potential role of global
guardrails based on countries' regulatory approaches
will provide regulatory clarity and could be beneficial.
A string-of-pearls approach can only be utilized
effectively if the multiple technologies and geographies
are aligned to a harmonized regulatory environment.

Deloitte’s Global Regulatory Intelligence Team
(GRIT) explored the regulatory environment of Al

in six geographical jurisdictions as well as other
international standards development organizations
such as the International Organization for
Standardization (ISO).

While at the global level there are a high number of
“overall” cross-industry Al standards available® under
development, ISO Technical Committee (ISO/TC) 215
was tasked to set up a road map to steer the creation
of Al life sciences-specific standards at the ISO level.
Resolution 2019-106 of ISO/TC 215 created a road
map to future directions in developing standards

for Al health applications and provided a set of 28
recommendations. The more technical staff will
utilize International Electrotechnical Commission (IEC)
standards through the SNAIG (Software Network and
Artificial Intelligence advisory Group) TC 62% on Al and
connected topics.
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Across the six geographies observed—European
Union (EU), United Kingdom (UK), United States (US),
China, Japan, and India—governments and health
authorities have stated they strive for Al uptake to
be human-centric and trustworthy, and to facilitate
protection of health, safety, fundamental rights,
democracy and rule of law, and the environment
from harmful effects. However, despite common
stated goals, a variety of approaches to Al
regulations were found:

* The EU focuses on a horizontal legislation with
standardization per sector. The EU Al Act may be one
of the stricter frameworks globally. The EU approach
is to regulate Al as a single broad field (rather than
as separate technologies or sectors).> On December
9, 2023, the European Council and the European
Parliament reached a provisional agreement on Al
harmonized rules of the Al Act, which aims to ensure
the safe use of Al and respect fundamental rights
and EU values. The legislative initiative utilizes a
“risk-based” approach: the higher the risk, the stricter
the rules. The new provisional agreement includes
four main elements: rules on high-risk Al systems,
governance with enforcement powers at the EU level,
an extensive list of prohibitions, and requirement of
high-risk Al systems to conduct a fundamental rights
impact assessment.®

One of the unique provisions of the EU Al Act is
related to its applicability to other countries outside
of the EU. The act applies to any provider placing
either an Al system or service in the European
Union, regardless of the provider’s global location.
The EU Al Act also applies to users of Al systems
located in the EU. Additionally, the EU Al act applies
to providers and users located in a “third country
where the output produced by the system is used
inthe EU."”

* The UK government is currently taking a pro-
innovative and sector-focused approach to regulating
Al, defining the core characteristics of Al to establish
the scope of its regulatory framework to guide
sectors. Enforcement would be on a nonstatutory
basis and implemented by existing regulators.
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In the US, there is no comprehensive federal
legislation on Al; however, the White House and
regulatory agencies have acted within their existing
authorities. The US Food and Drug Administration?®
issued several discussion papers and guidance
documents regarding the use of Alin drug
development and medical devices. On October 30,
2023, President Biden issued an executive order
(EO)’ to direct the federal government to plan its
own use of Al as well as begin plans to regulate
and oversee the use of Al in the private sector. This
EO emphasizes the intent of the administration to
work with global allies such as the Group of Seven
(G7, which includes Canada, France, Germany, Italy,
Japan, UK, and US) to establish an international
framework that will be the foundation of the
development of Al use cases. This EO may speed
up US regulatory framework development. The
Federal Trade Commission (FTC) is also involved

in Al regulations in the US and is mainly focused

on consumer protection and the risks of Al
associated with consumer data that's collected
and processed.”® Section 5 of the FTC Act prohibits
“unfair or deceptive acts or practices in or affecting
commerce,”" and further described as “a broad
and flexible provision under which the FTC actively
prosecutes companies that deploy Al in a harmful
or deceptive manner."?

Like the US, Japan currently has no overarching

Al regulation, and it's employing its “soft law”
governance. General guidelines are released from
several ministries to help industries (companies)
develop and utilize Al solutions aligned with a basic
philosophy (e.g., “Social Principles of Human-Centric
Al" published by the Japanese government).”®

Compared to other countries, China initiated

the focus on Al later. Its policy toward Al and

data is evolving from “internet+ (p/us)” to "data

x (multiply),"* and has taken a more vertical
approach to address singular Al issues (compared
to the EU horizontal approach, which applies
standards across a wide range of Al applications):
“China combines national-level, provincial, and
local regulations with an emphasis on upholding
state power and cultural values.”” The regulatory
authorities are continuously introducing Al-related
laws and regulations, which are tailored to the
development of existing technologies. The “New
Generation Artificial Intelligence Development
Plan,”'® which was introduced in 2017, aims to make
China a global leader in Al by 2030.

The Indian government has vacillated between a
nonregulatory approach, which fosters innovation,
and a more cautious one, which emphasizes
mitigating user harm.” An approach of minimal
regulation stems from the view of being innovative-
forward, while the risks associated with Al require
some guiding frameworks. India has aspirations to
be the global Al hub, which makes some regulatory
framework necessary. In April 2013, the Indian
government declared that it would not regulate Al,
but two months later the Digital India Act would
serve to regulate Al.'8
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At the 18th G20 Summit in New Delhi, which took
place September 9-10, 2023, a G20 Leaders'
Declaration was adopted in which leaders committed
to "work together to promote international
cooperation and further discussions on international
governance for A" On October 30, 2023, leaders
of the G7 announced international guiding principles
(known as the Hiroshima Al Process?®) and a code

of conduct for companies developing advanced

Al systems aimed at fostering international
cooperation in the realm of Al.?* The ministers
intend to collaborate with prominent international
organizations and actors, among them the Global
Partnership on Artificial Intelligence (GPAI),?? which
met in India in December 2023 to start the process.
Once those guiding principles are established, there
may be a shift in approach of jurisdictions toward
similar Al regulations and guiding principles. On
December 6, 2023, G7 leaders issued a statement
on many global challenges, Al regulation being one of
them, following their virtual meeting: “We renew our
commitment to advancing international discussions
on inclusive artificial intelligence (Al) governance and
interoperability between Al governance frameworks,
while we recognize that approaches and policy
instruments to achieve the common vision and goal
of trustworthy Al may vary across G7 members,

to achieve our common vision and goal of safe,
secure, and trustworthy Al, in line with our shared
democratic values.”?

Because many life sciences companies are operating
globally and would need to adhere to a range of
regulations across jurisdictions, moving forward with
a string-of-pearls strategy may require clarity and
standardization of those regulations. Clarity of the
trajectory of the global regulatory Al environment
and framework could be beneficial to global life
sciences companies in their ability to plan for the
future in terms of products, systems, and process
enhancements using Al. It could ultimately enable life
sciences companies to either maintain or enhance
their competitive edge. It may also benefit consumers
as enhancements using Al can bring to the market
innovative new life sciences products and services
that can improve consumers' lives and health.



A global look at generative Al regulations in life sciences

Endnotes

. Vicky Levy and Pete Lyons, “Can life sciences companies

unlock the full value of GenAl?," Health Forward Blog, Deloitte,
October 3, 2023.

. Ibid.

. World Standards Corporation, “Landscape of ISO/IEC/ITU-T

existing fields,” September 24, 2022.

. International Electrotechnical Commission (IEC), “TC 62:

Medical equipment, software, and systems - Work program,”
accessed February 1, 2024.

. European Parliament, “Al rules: What the European

Parliament wants,” updated June 20, 2023.

. Council of the European Union, “Artificial Intelligence Act:

Council and Parliament strike a deal on the first rules for Al in
the world,” press release, December 9, 2023.

. Marcus Evans et al,, “The EU's Al Act: The position is agreed,”

Data Protection Report, December 12, 2023.

. Patrizia Cavazzoni, “FDA releases two discussion papers to

spur conversation about artificial intelligence and machine
learning in drug development and manufacturing,” FDA Voices,
May 10, 2023.

9. The White House, “FACT SHEET: President Biden issues

10.

12.

executive order on safe, secure, and trustworthy artificial
intelligence,” October 30, 2023.

Laurie A. Harris and Chris Jaikaran, Highlights of the
2023 Executive Order on Artificial Intelligence for Congress,
Congressional Research Service (CRS) Report R7843,
November 17, 2023.

. Anthony E. DiResta et al., “2023 artificial intelligence

regulation: An update from a senior FTC official,” Holland &
Knight Alert, November 17, 2023.

Ibid.

13. Hiroki Habuka, “Japan’s approach to Al regulation and its
impact on the 2023 G7 presidency,” Center for Strategic &
International Studies (CSIS), February 14, 2023.

14. Winston Ma, “China’s approach to data and Al is
changing. Here's what that means,” World Economic Forum,
January 11, 2024.

15. Morgan Sullivan, “Global Al regulation: A closer look at
the US, EU, and China,” Transcend, October 19, 2023.

16. Graham Webster et al., “Full translation: China's ‘New
Generation Artificial intelligence Development Plan’ (2017),”
Stanford University's DigiChina Project, August 1, 2017.

17. Shaoshan Liu, “India’s Al regulation dilemma,” The Diplomat,
October 27, 2023.

18. Ibid.

19. G20 Summit, G20 New Delhi Leaders’ Declaration, New
Delhi, India, September 9-10, 2023.

20. Organisation for Economic Co-operation and
Development (OECD), G7 Hiroshima Process on generative
artificial intelligence (Al): Towards a G7 common understanding
on generative Al (Paris: OECD Publishing, 2023).

21. The White House, “G7 Leaders’ Statement on the Hiroshima
Al Process,” October 30, 2023.

22. Global Partnership on Artificial Intelligence (GPAI) homepage,
accessed February 1, 2024.

23. UK Prime Minister Rishi Sunak, “G7 Leaders issued a
statement following their virtual meeting on 6 December
2023, press release, UK.gov, December 6, 2023; The White
House, “G7 Leaders’ Summit,” December 6, 2023.



A global look at generative Al regulations in life sciences

Authors

Oliver Steck
Principal

Deloitte & Touche LLP
osteck@deloitte.com

Malka Fraiman
Specialist Master
Deloitte & Touche LLP
mfraiman@deloitte.com




Deloitte.

This publication contains general information only and Deloitte is not, by means
of this publication, rendering accounting, business, financial, investment, legal,
tax, or other professional advice or services. This publication is not a substitute
for such professional advice or services, nor should it be used as a basis for any
decision or action that may affect your business. Before making any decision or
taking any action that may affect your business, you should consult a qualified
professional adviser.

Deloitte shall not be responsible for any loss sustained by any person who relies
on this publication.

As used in this document, “Deloitte” means Deloitte & Touche LLP, a subsidiary
of Deloitte LLP. Please see www.deloitte.com/us/about for a detailed
description of our legal structure. Certain services may not be available to attest
clients under the rules and regulations of public accounting.

Copyright © 2024 Deloitte Development LLC. All rights reserved.



