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This is the first in a series of articles by the Paul
Hastings Life Sciences and Healthcare practice.

In Part 1, the authors discuss the importance and
regulatory drivers of implementing an Artificial
Intelligence (Al) Governance Framework and how
pharmaceutical and medical device companies can
structure their governance program.

harmaceutical and medical device companies (col-

lectively, life sciences companies) are organiza-

tions that impact the health, safety, and well-being
of patients. These companies operate in a heavily regu-
lated environment that requires a strong corporate focus
on product quality, patient safety, and transparency.
Long treatment development life cycles, which may span
decades, further complicate the environment. Together,
these and other factors imply a complex compliance
framework that requires careful and thoughtful naviga-
tion when implementing novel operations and strategies
involving AI applications. Life sciences companies are
rapidly adopting such applications, which are transform-
ing areas such as drug discovery and research and devel-
opment. As examples, global pharmaceutical companies
have entered into partnerships with AI tech companies
to accelerate drug development in therapeutic areas of
unmet need and have developed internal Al-powered
platforms to streamline clinical trial processes. There are
a variety of stakeholders excited by the unparalleled econ-
omies associated with integrating AI and generative Al
technologies to dramatically improve patient outcomes.!

The term ‘artificial intelligence’ means a
machine-based system that can, for a given set of
human-defined objectives, make predictions, recom-
mendations or decisions influencing real or virtual
environments.?
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As Al adoption accelerates across life
sciences, companies are building the
structures needed to scale these technolo-
gies responsibly. Although the industry is
known for its deep scientific expertise and
innovation, AT adoption represents a shift
toward a different kind of tool that chal-
lenges traditional models of discovery and
demands new ways of working. The pace
of ATl advancement stands in contrast to
the industry’s historic development time-
lines, and while this has contributed to
a more measured adoption curve, com-
panies increasingly recognize the risk of
falling behind in a landscape that is being
rapidly reshaped by AI. To ensure a solid
foundation for future Al-related activities,
organizations should implement a clear,
consistent, and comprehensive AI gov-
ernance framework that allows them to
realize the benefits of AT while effectively
identifying and mitigating the risks asso-
ciated with the rapidly evolving AI global
regulatory landscape.

“The first step in Al governance
should be to ensure that current
rvegulations apply to Al, to the
greatest extent possible. If human
activity without the use of Al is reg-
ulated, then the use of AI should
similarly be regulated.”

Globally, laws are being enacted, and
regulations and guidance are being issued
to address Al. These efforts generally seek
to ensure the safety, security, and trustwor-
thiness of' AT systems while also fostering
and supporting AI innovation. However,
approaches to regulating AI varies from
jurisdiction to jurisdiction.

For example, in the European Union,
regulators are implementing a compre-
hensive, risk-based regulation, the EU
AT Act, that applies to all “Al systems”
developed, distributed or used in the EU.
It establishes different rules according to
the system’s level of risk to health, safety

and fundamental rights and imposes strin-
gent requirements on high-risk systems
(e.g., establish a continuous risk manage-
ment system; train AI models on data sets
that meet quality criteria).* Importantly
for life sciences companies, the law clas-
sifies as high risk AI systems that are
a safety component of or constitute a
medical device under certain EU medi-
cal device and in vitro diagnostic medical
device regulations (e.g., devices that are
used for diagnosis, monitoring, preven-
tion, prediction and similar uses) and are
required to undergo a third-party confor-
mity assessment. Thus, life sciences com-
panies involved in developing, deploying,
or using this type of AI will be required to
adhere to the EU AI Act’s most stringent
requirements.

In the United States, there is no over-
arching federal law and the only state to
have passed a comprehensive, risk-based
law is Colorado, which postponed its
implementation from February 1, 2026,
to June 30, 2026, amid concerns about
complexity and burden. If the Colorado
law takes effect, certain AI systems used
in healthcare—those that make or are a
substantial factor in consequential deci-
sions affecting healthcare services—will
be considered high risk and therefore sub-
ject to the law’s governance and disclo-
sure requirements. Other states, such as
California, Colorado, Texas, and Utah have
passed far less comprehensive statutes
aimed at specific applications (e.g., Utah'’s
mental health chatbot law) or AI issues
(e.g., California’s training data transpar-
ency law).

At the federal level, policy has shifted
from being pro-regulation and enforcement
under the Biden administration to being
firmly against regulation that stifles innova-
tion. On July 23, President Trump released
“America’s Al Action Plan” (the Action
Plan), which is structured around three
core pillars: Accelerating AI Innovation,
Building American Al Infrastructure,
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and Strengthening U.S. Leadership in
International AI Diplomacy and Security.
The Action Plan’s pillar for “Accelerating Al
Innovation” criticizes “onerous regulatory
regime[s]” and includes recommendations
that federal agencies “remove red tape” by
revising or repealing regulations, rules, and
other materials that “unnecessarily hinder
Al development or deployment.” The pillar
also recommends that agencies take actions
to “enable AT adoption” in “critical sectors,
such as healthcare,” including by estab-
lishing regulatory sandboxes at the Food
and Drug Administration (the FDA). This
Action Plan advances President Trump’s
January 23, 2025, “Executive Order on
Removing Barriers to American Leadership
in Artificial Intelligence,” which revoked
an Al-related executive order under the
prior administration perceived as imposing
“barriers to American Al Innovation.” The
January 2025 executive order announced
the current administration’s policy of sus-
taining and enhancing American domi-
nance in AL

Federal agencies have removed cer-
tain Biden-era policies and guidance
documents from their websites, and regu-
lators are still developing frameworks to
implement the AI Action Plan.® For now,
life sciences companies should note that
several Biden-era guidance documents
and regulations within the Department
of Health and Human Services remain
in effect—which relate to specific appli-
cations and implicate patient safety. For
instance, the FDA has maintained draft
and final guidance documents issued in
2024 and January 2025 regarding market-
ing submissions for Al-enabled medical
device software.” Additionally, the Office
of the National Coordinator for Health
Information Technology has maintained
its 2024 update to the Health Information
Technology Certification Program to
require certain AI disclosures and risk
management in health information tech-
nology, such as electronic health records
systems.?

Life sciences companies should also
note that the U.S. Department of Justice’s
(the DOJ) “Evaluation of Compliance
Program Guidance” continues to contain
key questions about the extent to which
companies manage Al-related risks.
Additionally, in August 2025, the DOJ
announced a criminal resolution with a
healthcare insurance company that mis-
used AI by making improper payments to
pharmacies for patient referrals submitted
through the company’s AI platform.®

Against this backdrop, it would be advan-
tageous for companies to monitor the
changing regulatory landscape and ensure
a strong Al governance framework is in
place. The DOJ’s recent enforcement action
as described above indicates that the future
landscape of enforcement in this area is to
be determined and, in the meantime, the
DOJ’s “Evaluation of Corporate Compliance
Programs” reinforces the need for an effec-
tive Al governance framework that spans
the entire lifecycle of the AI technology
and is integrated into GxP, enterprise risk
management and compliance frameworks,
such as alignment with quality systems,
pharmacovigilance processes and clinical
trial oversight. Throughout this lifecycle, a
variety of stakeholders across the company
will need to be engaged to effectively eval-
uate and mitigate associated risks.

Management of Emerging Risks to
ensure Compliance with Applicable Law
(DOJ, ECCP (September 2024)):

m Does the company have a process for
identifying and managing emerging
internal and external risks that could
potentially impact the company’s ability
to comply with the law, including risks
related to the use of new technologies?

m How does the company assess the poten-
tial impact of new technologies, such as
AT on its ability to comply with criminal
laws?

m [s management of risks related to use
of AT and other new technologies inte-
grated into broader enterprise risk man-
agement (ERM) strategies?
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m What is the company’s approach to gov-
ernance regarding the use of new tech-
nologies such as AI?

m How is the company curbing any
potential negative or unintended con-
sequences resulting from the use of
technologies?

m How is the company mitigating the
potential for deliberate or reckless mis-
use of technologies, including by com-
pany insiders?

m To the extent that the company uses
Al and similar technologies in its busi-
ness or as part of its compliance pro-
gram, are controls in place to monitor
and ensure its trustworthiness, reliabil-
ity, and use in compliance with appli-
cable law and the company’s code of
conduct?

m Do controls exist to ensure that the tech-
nology is used only for its intended
purposes?

m What baseline of human decision-mak-
ing is used to assess AI?

m How is accountability over use of AI
monitored and enforced?

m How does the company train its employ-
ees on the use of emerging technologies
such as AT?

Al GovERNANCE FRAMEWORK

Life sciences companies should pull all
Al-relevant strategic and risk manage-
ment decisions together in a workable
and user-friendly AI governance frame-
work. The framework should align with
the company’s strategic mission, adapt
to a variety of use cases, and help ensure
the right people are involved at the right
time to foster a balance between strategic
vision, operational excellence, and risk
management.

A comprehensive Al governance frame-
work includes the activities necessary to
manage the risks of a company’s Al devel-
opment and implementation. In addi-
tion to risk management, the framework
should provide structure that helps ensure
that the company expends resources on

Concept Review
& Approwal

Desgn
& Deploy

key activities or functionalities that sup-

port business goals.

When developing and deploying an
Al governance framework, life sciences
companies should consider a three-stage
approach:

m Stage One: Concept Review and
Approval—Define how to bring together
the right stakeholders to evaluate the bal-
ance between cost, benefit and risk of a
given Al business use case, and set condi-
tions for implementation that help ensure
the desired balance will be realized in
bringing the concept to reality. This stage
can leverage concepts and learnings from
the medical, legal and regulatory (MLR)
review process, which brings cross-func-
tional perspectives to assess risk and
gather alignment before proceeding.

m Stage Two: Design and Deploy—Define
the risk management and documenta-
tion standards for each AI model as it is
developed, focused on regulatory expec-
tations. Establish oversight to ensure it
is developed as defined in Stage One
and require reapproval for material
changes. Existing quality and validation
processes in life sciences share similari-
ties with emerging AT governance needs.
Companies can draw lessons from
these established practices, particularly
around documentation, traceability and
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oversight to help meet requirements

such as the EU AI Act's conformity

assessments.

m Stage Three: Continuously Monitoring,
Improving and Validating—Define how
to establish a plan for business over-
sight and continuous testing for each
ATl model. Make sure the model is
staying true to its intended business
purpose. These ongoing monitoring
requirements mirror practices in phar-
macovigilance or post-marketing sur-
veillance, where continued evaluation
is required.

The decisions made at all stages must
align with the company’s Al strategy and
principles of responsible use. The core
of each stage includes robust documen-
tation and oversight, which are essen-
tial elements that should be embedded
throughout.

SETTING THE TONE: Al STRATEGY AND
PrincipLES OF REsPONSIBLE USE

The OECD values-based principles pro-
vide recommendations for innovative and
responsible use of Al within international
organizations.

The OECD Values based principles
address five key areas of responsibility for
AT stakeholders:

1. Inclusive growth, sustainable develop-
ment and well-being,

2. human rights and democratic values,
including fairness and privacy,

3. transparency and explainability,

robustness, security and safety, and

5. accountability.”"’

The OCED principles have been widely
accepted across the globe as the harmo-
nized international governance approach.
They have been adopted by the OECD'’s
70-member states, which includes the U.S.
and the G20. The principles are the basis
for the global regulations and standards
including the EU AI Act and NIST’s Al
Risk Management Framework.

Organizations such as the Organisation
for Economic Co-operation and

=

Development (OECD), National Institute
of Standards and Technology (NIST),
and the International Organization for
Standardization (ISO) have established
standards for what constitutes responsible
stewardship when developing, deploying,
and using Al applications.!! For example,
the OECD standards include respecting
the rule of law, committing to transpar-
ency and responsible disclosure, ensuring
that Al systems are safe and secure against
foreseeable misuse or adverse condi-
tions, and maintaining traceability across
datasets, processes and decision-mak-
ing throughout the AI model’s lifecycle.
To meet these expectations, companies
should consider internalizing the OECD
principles and establishing their own prin-
ciples around the responsible use of Al
within their organization.

These principles should be right-sized
and aligned with the purpose and business
objectives of the company. When defining
these principles, companies should con-
sider factors such as the company’s:

Size and complexity
International presence
Regulatory exposure
Mission and values
Business/operating model
Competitive positioning

EMBEDDING ACCOUNTABILITY:
BusiNEss-LED EXECUTIVE SPONSORSHIP
Before an AI use case enters the concept
review and approval stage, it must be vet-
ted by the initiating business function.
This includes securing alignment among
functional leadership and designating an
individual executive sponsor who will
maintain oversight throughout the gover-
nance lifecycle.
The executive sponsor will be respon-
sible for:
m Ensuring the Al use case aligns with the
company'’s overall business strategy
m Prioritizing resource allocation based
on trade-offs between risk and business
benefit
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m Maintaining accountability for the AI
model and ensuring it remains aligned
with the initially defined purpose
As a consequence of operating in a com-

plex regulatory environment, most life
sciences companies already have a strong
compliance foundation to leverage with
robust policies and processes against the
backdrop of strong, established cultures of
compliance and ethical decision-making
as part of their mission and values. These
existing frameworks and mindsets will
help guide executive sponsors and func-
tional leadership in adopting and aligning
to established AI principles for responsi-
ble use.

Building on this foundation, effec-
tive AI governance requires oversight
that extends beyond the initial approval
and deployment of AI use cases. This is
especially true in the context of Al appli-
cations, given the inherent nature of
its biggest benefit—the ongoing adapta-
tion and refinement of the AT model. As
a result, oversight of the model will look
different at each stage in the lifecycle;
however, the executive sponsor will be
accountable throughout the lifecycle.

ESTABLISHING TRUST AND DEFENSIBILITY:
RoBusT DOCUMENTATION

“Effective risk management and oversight
of AI hinge on a critical, yet underappre-
ciated tool: comprehensive documenta-
tion.”!* Documentation does more than
satisfy regulator expectations; it enables
organizations to identify weaknesses across
the AT model’s lifecycle and supports real-
time course correction.

Each business need and associated use
case must clearly define the AI model’s
purpose, what information/data will be
used, and the desired output. These ele-
ments and the decisions surrounding
them—including a strong intent for the
use of Al—must be formally documented
in a Purpose and Request Form. To initiate
stage one (concept review and approval) of
the AI governance framework, a business

need with strong intent for the use of Al
must be documented and signed off by
the executive sponsor. This Purpose and
Request Form is not only important for
the initial concept review and approval,
but is also referred to in all stages of
the lifecycle. Similar to the Third-Party
Needs Assessment Form, the Purpose and
Request Form will provide the necessary
documentation of the business justifica-
tion and required approvals.

Potential Elements of the Purpose and
Request Form:
Purpose and Strategic Alignment
Scope (Global, etc.)
Input Data
Desired Output
Potential Tools (if external)
Cost & Budget Implications (both devel-
opment and maintenance)
Business Benefits vs. Risk Trade-offs
m Monitoring & Oversight Plan

“In essence, documentation is a tool that
hasthe potential to—and is indeed necessary
to—facilitate both external accountability
and internal risk management practices.”
Once a model is approved and advances
into the design and deploy stage, documen-
tation plays a key role in providing transpar-
ency: explaining how the AT model arrives
at certain decisions, identifying the data
used to train the algorithms, reconfirming
the intended use cases, and supporting the
process of risk management and mitigation.

As the AT model progresses through its
lifecycle, documentation also supports
oversight functions in confirming that the
model continues to operate as intended
and remains aligned with the originally
defined purpose.

WHAT’s NexT? STAGE ONE: CONCEPT
ReviEw AND APPROVAL

Once a Purpose and Request Form has been
completed and receives both functional
approval and executive sponsorship, a series
of gatekeeping activities should occur before
the AT model can be deployed. We refer to
these gatekeeping activities as Stage Omne:
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Concept Review and Approval. At this
stage, various cross-functional committees
should evaluate the rationale and proposed
Al use case across multiple perspectives,
including strategic and business alignment,
financial and technical feasibility, and legal
and reputational risk.

This structured yet flexible AI gover-
nance framework can be adapted to differ-
ent Al use cases across various functions
within the organization, each carrying
varying levels of risk. Knowing how to
calibrate the governance process for each
of these variables will help place the right
subject matter experts at the right place at
the right time to weigh in and help design
a model that is aligned with the intended
purpose.

To support this calibrated approach,
life sciences companies can draw on
their experience navigating a complex
regulatory environment, including oppor-
tunities to leverage existing governing
bodies, tools, and processes when imple-
menting and defining an Al Governance
Framework.

In our next article of this series, we
will describe how adapting the conceptual
approach of processes such as the MLR
review can help build and operationalize
Al governance.
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