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Abstract

The Joint Commission and Coalition for Health AI have released groundbreakin
guidance on the Responsible Use of Al in Healthcare, marking a pivotal moment
health tech entrepreneurs. This framework introduces seven core elements that
fundamentally reshape how healthcare organizations implement, monitor, and g

Al systems. For entrepreneurs, this guidance represents both an opportunity anc



challenge: while it provides much-needed regulatory clarity, it also establishes n
baseline expectations that will influence product development, go-to-market

strategies, and customer success initiatives. The guidance emphasizes governanc
structures, patient privacy, data security, ongoing quality monitoring, voluntary
reporting, bias assessment, and comprehensive education programs. Understand
these requirements is crucial for health tech companies seeking to build sustain
scalable solutions that healthcare organizations will confidently adopt and regul

will support.

Disclaimer: The thoughts and opinions expressed in this essay are my own and do not

the views or positions of my employer.

The Dawn of Regulatory Clarity

The healthcare Al landscape has been operating in a regulatory twilight zone for
years, with innovators pushing boundaries while healthcare organizations hesita
the threshold of adoption, uncertain about compliance requirements and liabilit
exposure. The Joint Commission's collaboration with the Coalition for Health A
produce comprehensive guidance on the Responsible Use of Al in Healthcare

represents the most significant regulatory development in this space since the F
began approving Al-enabled medical devices. For health tech entrepreneurs, thi:
moment is comparable to the introduction of HIPAA compliance requirements i
late 1990s, when what initially seemed like bureaucratic burden ultimately beca

foundation for trust and systematic growth across the industry.

The timing of this guidance is particularly noteworthy. Healthcare organizations
surveyed by the Joint Commission expressed clear demand for standardized
approaches to Al implementation, while the rapid proliferation of Al tools has ¢
a patchwork of internal policies and procedures that vary dramatically across
institutions. The guidance emerges from extensive stakeholder engagement, incl
meetings with representatives across the healthcare industry, surveys of accredit
hospitals and health systems, and review of existing frameworks from organizati

like the National Academy of Medicine and NIST. This collaborative approach



suggests that the recommendations reflect real-world operational needs rather t

theoretical regulatory idealism.

What makes this guidance especially significant for entrepreneurs is its focus or
implementation and operation rather than development. Unlike FDA device app
processes that primarily concern product safety and efficacy, the Joint Commissi
framework addresses how healthcare organizations should responsibly deploy at
manage Al tools throughout their lifecycle. This operational focus creates new
opportunities for companies that can help healthcare organizations achieve

compliance while maximizing the value of their Al investments.

The economic implications are substantial. Healthcare organizations that align v
this guidance position themselves favorably for Joint Commission accreditation
reviews, while those that ignore it may face increased scrutiny. More importantl
guidance establishes a common language and set of expectations that will influe;
procurement decisions, vendor evaluations, and contract negotiations. For
entrepreneurs, understanding these requirements early provides a competitive

advantage in product development and market positioning.

Governance as the New Competitive
Advantage

The first element of the guidance, establishing AI policies and governance struc
represents a fundamental shift from ad hoc Al adoption to systematic organizati
capability building. The requirement for formal governance structures with
designated Al leadership, cross-functional teams, and regular board updates
transforms Al from a technology initiative into a strategic organizational capabi
For health tech entrepreneurs, this creates entirely new categories of business

opportunities while reshaping existing product strategies.

The governance requirement is particularly sophisticated in its recognition that
oversight cannot exist in isolation. The guidance explicitly calls for governance
structures that include executive leadership, regulatory compliance expertise,

information technology capabilities, safety and incident reporting functions, cli



and operational knowledge, cybersecurity and privacy specialists, and stakehold
representation. This multidisciplinary approach acknowledges the complex

interdependencies that Al systems create across healthcare organizations.

For entrepreneurs, the governance requirement creates opportunities at multipl
levels. Companies that provide governance software platforms, policy template

libraries, compliance monitoring tools, and advisory services will find expanded
market demand. More importantly, existing health tech companies must evaluat;
their products support or complicate governance requirements. Solutions that p
comprehensive audit trails, clear decision support documentation, and integrati
with existing compliance workflows will be preferred over those that operate as

boxes.

The governance structure requirement also has implications for product develog
methodologies. Healthcare organizations implementing formal AI governance w
expect vendors to provide detailed documentation about algorithm development
validation processes, bias testing, and ongoing monitoring capabilities. Compan
that treat these requirements as afterthoughts will find themselves at a significas
disadvantage compared to competitors that build governance support into their

product architecture.

The emphasis on keeping hospital governing bodies updated on AI use and outc
creates opportunities for companies that specialize in executive reporting and
performance analytics. Healthcare boards, typically composed of clinical and bu
leaders rather than technology experts, will need sophisticated yet accessible
reporting tools that communicate Al performance, risk profiles, and value creati

language that supports strategic decision-making.

The Privacy Paradox: Transparency in
Opaque World

The second element, patient privacy and transparency, presents health tech
entrepreneurs with one of the most complex challenges in the guidance. The

requirement balances two potentially competing objectives: protecting patient p



while providing transparency about Al use. This balance is particularly challeng
given the data-intensive nature of Al systems and the often opaque decision-mak

processes of advanced machine learning algorithms.

The privacy requirements extend beyond traditional HIPAA compliance to addr«
Al-specific challenges. Healthcare organizations must protect patient data from
unauthorized use or release, but they must also consider how Al systems might «
new pathways for data exposure or misuse. The guidance specifically addresses

concerns about data being used for commercial benefit without patient awarene:
issue that has become increasingly relevant as healthcare data becomes more val

for Al training and development.

For entrepreneurs, the privacy requirements create both constraints and
opportunities. Companies must design their systems to support healthcare
organizations' transparency obligations, which may require significant changes 1
interfaces, consent management processes, and data handling procedures. Howe
these requirements also create competitive advantages for companies that proac

address privacy and transparency concerns.

The transparency requirement is particularly nuanced. The guidance calls for
mechanisms to disclose and educate patients about Al use, but it also recognizes
the level of disclosure should be appropriate to the context. This creates opportt
for companies that specialize in patient communication technologies, consent
management platforms, and educational content development. Healthcare
organizations will need sophisticated tools to manage varying levels of AI disclo:

across different care contexts and patient populations.

The transparency requirement also has implications for Al system design. Tradi
machine learning approaches that optimize for accuracy without considering
interpretability may need to be reconsidered in favor of approaches that provide
clearer decision support rationale. This shift toward explainable AI creates
opportunities for companies that specialize in algorithm interpretability tools ai

decision support interfaces.



Data Security: Building Digital Fortress

The third element, data security and data use protections, establishes comprehe
requirements that go far beyond basic cybersecurity measures. The guidance

recognizes that Al systems create new attack vectors and data exposure risks tha
require specialized security approaches. For health tech entrepreneurs, this crea
significant compliance costs but also substantial market opportunities for comp

that can help healthcare organizations meet these elevated security requirement

The security requirements are particularly comprehensive in their coverage of d
lifecycle management. Healthcare organizations must implement encryption for
in transit and at rest, strict access controls with regular auditing, regular securit
assessments and vulnerability scanning, and comprehensive incident response pl
These requirements reflect the reality that Al systems often aggregate and proce

data from multiple sources, creating concentrated targets for cybersecurity thre:

The guidance also addresses data use agreements in unprecedented detail, requi
healthcare organizations to clearly define permissible uses, implement data
minimization practices, prohibit re-identification of de-identified data, establist
third-party vendor obligations, and maintain audit rights. These requirements
recognize that Al development often involves sharing data with external parties
training, validation, or processing, creating complex chains of data custody and

responsibility.

For entrepreneurs, the data use agreement requirements create opportunities fo
companies that specialize in data governance platforms, contract management tc
and vendor compliance monitoring. Healthcare organizations will need sophistic
systems to track data flows, monitor compliance with use restrictions, and maini

audit trails across complex vendor ecosystems.

The security requirements also have implications for product architecture decis
Companies that design their systems to minimize data movement, support on-
premises deployment models, and provide comprehensive security monitoring w

preferred over those that require extensive data sharing or cloud-based processi



This trend toward security-first architecture may reshape competitive dynamics

favor of companies that prioritize data protection over purely functional capabil

Quality Monitoring: The Art of
Algorithmic Oversight

The fourth element, ongoing quality monitoring, represents one of the most
technically sophisticated requirements in the guidance. The requirement for
continuous monitoring of Al system performance acknowledges the dynamic nat
AT algorithms and the changing conditions under which they operate. For healtl
entrepreneurs, this requirement creates significant product development challer
but also substantial opportunities for companies that can provide effective moni

solutions.

The monitoring requirements are particularly comprehensive in their coverage «
different performance dimensions. Healthcare organizations must regularly vali
Al tool performance and reliability, evaluate data quality and compare outputs t
known parameters, assess use-case relevant outcomes and confidence levels, ens:
tools rely on up-to-date data, develop comprehensive monitoring dashboards, an

create processes for reporting adverse events to leadership and vendors.

The risk-based approach to monitoring is especially noteworthy. The guidance

recognizes that Al tools used for clinical decision-making require more intensiv
monitoring than those used for administrative tasks. This differentiated approac
creates opportunities for companies that can provide scalable monitoring solutic

that adjust oversight intensity based on risk profiles and use cases.

For entrepreneurs, the monitoring requirements create opportunities in several
categories. Companies that provide Al performance monitoring platforms, anomr
detection systems, and automated quality assessment tools will find expanded m
demand. More importantly, existing Al companies must evaluate how to build

monitoring capabilities into their core products rather than treating oversight a

external requirement.



The emphasis on communication between healthcare organizations and Al vend:
particularly significant. The guidance calls for clear feedback channels that keej
vendors informed about local performance issues while ensuring healthcare
organizations receive timely notice of algorithm updates or changes. This
bidirectional communication requirement may reshape vendor-customer relatio:

in favor of companies that provide proactive monitoring and support services.

Safety Reporting: Creating a Culture of
Shared Learning

The fifth element, voluntary blinded reporting of Al safety-related events, repre
an innovative approach to industry-wide quality improvement that could reshap
health tech companies approach product development and post-market surveille
The emphasis on voluntary, confidential reporting acknowledges the need for sh

learning while avoiding regulatory approaches that might stifle innovation.

The safety reporting requirement recognizes that Al-related adverse events may
subtle and difficult to detect within individual organizations. By encouraging

healthcare organizations to report safety events to independent entities that can
identify patterns across institutions, the guidance creates opportunities for indu
wide learning that could prevent serious problems before they cause widespread

harm.

For entrepreneurs, the safety reporting requirement creates both challenges and
opportunities. Companies must be prepared to receive and respond to safety rep
from healthcare customers, which may require significant changes to customer

support processes and product development methodologies. However, companie
proactively engage with safety reporting initiatives may gain valuable insights in

product performance and improvement opportunities.

The emphasis on using existing reporting structures, such as Patient Safety
Organizations and the Joint Commission's sentinel event process, is particularly
practical. This approach avoids creating new bureaucratic requirements while

leveraging proven frameworks for confidential safety reporting. For entrepreneu



this means that companies specializing in patient safety technologies and incide
reporting systems may find expanded opportunities as healthcare organizations :

these systems for Al-related events.

The safety reporting requirement also has implications for product liability and
management strategies. Companies that proactively identify and address safety i
through voluntary reporting may be better positioned to manage legal and regul
risks compared to those that wait for problems to be discovered through other

channels.

Bias and Risk Assessment: The Technic
Challenge of Fairness

The sixth element, risk and bias assessment, presents health tech entrepreneurs
one of the most technically challenging aspects of the guidance. The requiremen
identify and address biases in Al systems acknowledges that algorithmic bias ca;
perpetuate or amplify existing healthcare disparities, creating both ethical oblig

and legal risks for healthcare organizations.

The bias assessment requirements are particularly comprehensive in their cover:
different bias sources and manifestations. Healthcare organizations must evalua
whether Al tools were developed using representative training datasets, determi
whether bias detection assessments occurred during development, ensure algori
are tested for specific populations they serve, and regularly monitor systems to

identify and mitigate biases when appropriate.

For entrepreneurs, the bias assessment requirement creates significant technical
challenges but also substantial market opportunities. Companies must invest in
detection and mitigation capabilities throughout the product development lifecy
which may require specialized expertise and sophisticated testing methodologie:
However, companies that excel at bias assessment may gain significant competiti
advantages as healthcare organizations prioritize fairness and equity in their Al

procurement decisions.



The emphasis on local validation and population-specific testing is particularly
important. The guidance recognizes that Al tools developed and validated on on
population may not perform equitably when deployed in different settings. This
creates opportunities for companies that provide population-specific validation

services, bias monitoring tools, and algorithm adaptation capabilities.

The requirement for ongoing bias monitoring also has implications for product
architecture and deployment models. Companies that design their systems to su
continuous bias assessment and provide transparent reporting on performance a
different population subgroups will be preferred over those that treat bias asses:

as a one-time development activity.

Education and Training: Building Al-
Literate Healthcare Organizations

The seventh element, education and training, recognizes that successful Al
implementation requires comprehensive organizational capability building rath
than simply deploying technology. The requirement for both Al-specific training
general Al literacy initiatives creates significant opportunities for health tech
entrepreneurs while establishing new expectations for customer success and suf

services.

The education requirements are particularly sophisticated in their recognition t
different roles require different levels of AI knowledge. Healthcare organization
must provide role-specific training for Al system users, establish Al literacy pro
for all staff, create common terminology and policy understanding, and evaluate
specific tools require regular retraining. This differentiated approach acknowlec
that effective Al adoption requires organization-wide capability building rather

training limited to direct users.

For entrepreneurs, the education requirement creates opportunities in several
categories. Companies that provide Al literacy training programs, role-specific
educational content, and change management consulting services will find expar

market demand. More importantly, existing health tech companies must evaluat;



to provide educational resources and support services that help healthcare

organizations meet their training obligations.

The emphasis on change management and organizational transformation is
particularly noteworthy. The guidance recognizes that Al adoption often require
significant changes to clinical workflows and organizational processes. Compani
that provide comprehensive change management support and organizational
development services may gain significant advantages over those that focus prim

on technology deployment.

The education requirement also has implications for product design and user
experience. Al systems that include built-in educational resources, contextual he
systems, and progressive skill-building capabilities will be preferred over those
require extensive external training programs. This trend toward educational
technology integration may reshape user interface design and customer onboard

processes.

Strategic Implications for Health Tech
Entrepreneurs

The Joint Commission guidance creates both immediate tactical requirements a;
longer-term strategic implications for health tech entrepreneurs. Companies mt
evaluate their current products and services against the seven elements while

considering how these requirements will influence market dynamics, competitiv

positioning, and customer relationships over the next several years.

The most immediate implication is the need for comprehensive compliance map
Health tech companies should conduct detailed assessments of how their produc
and services support or complicate healthcare organizations' compliance with e
element of the guidance. This assessment should identify gaps that require prod
development investments, opportunities for new product offerings, and competi

advantages that can be leveraged in sales and marketing efforts.



The governance requirement, in particular, creates opportunities for companies
can help healthcare organizations establish and maintain Al oversight capabiliti
This may include governance software platforms, policy template libraries,
compliance monitoring tools, and advisory services. Companies that position
themselves as governance enablers rather than simply technology providers may
significant competitive advantages as healthcare organizations prioritize system:

management.

The monitoring and safety reporting requirements create opportunities for com
that specialize in Al performance monitoring, anomaly detection, and safety rep
systems. However, these requirements also establish new baseline expectations f
existing Al companies. Products that do not provide comprehensive monitoring
capabilities and safety reporting integration may find themselves at significant

disadvantages in competitive evaluations.

The bias assessment requirement is particularly challenging for companies that
not historically prioritized fairness and equity in their algorithm development
processes. However, companies that invest in bias detection and mitigation
capabilities may gain significant competitive advantages as healthcare organizati

increasingly prioritize equitable AI deployment.

The education and training requirement creates opportunities for companies th:
provide Al literacy programs, change management consulting, and organizations
development services. However, it also establishes new expectations for custome
success and support services across all health tech companies. Organizations the
provide comprehensive educational resources and support services may gain

significant advantages in customer satisfaction and retention.

The Path Forward: From Compliance to
Excellence

The Joint Commission guidance represents more than a compliance requiremen
establishes a foundation for systematic excellence in healthcare Al deployment.

health tech entrepreneurs, the guidance creates opportunities to differentiate



products and services based on support for responsible Al practices rather than

simply functional capabilities.

The most successful companies will likely be those that embrace the guidance a:
framework for product development and customer success rather than treating i
an external compliance requirement. This may require significant investments it
governance support capabilities, monitoring and safety reporting integration, bi
assessment tools, and educational resources. However, companies that make the:
investments early may gain significant competitive advantages as the guidance

influences healthcare organization procurement decisions and vendor evaluatior

The guidance also creates opportunities for entirely new categories of products :
services. Companies that specialize in Al governance platforms, bias monitoring
safety reporting systems, and educational technologies may find substantial mar
opportunities as healthcare organizations seek to implement comprehensive

responsible Al programs.

Perhaps most importantly, the guidance establishes a common language and set
expectations that will influence how healthcare organizations evaluate and mana
vendors. Companies that demonstrate deep understanding of responsible Al pra
and provide comprehensive support for healthcare organizations' governance
requirements will be preferred over those that focus primarily on technical

capabilities without considering operational and compliance needs.

The Joint Commission's development of a voluntary certification program based
the guidance creates additional opportunities for health tech companies to
differentiate themselves through demonstrated commitment to responsible Al
practices. Companies that achieve certification and help their healthcare custorr
achieve compliance may gain significant advantages in competitive evaluations a

customer relationships.

The guidance ultimately represents a maturation of the healthcare Al market frc
experimental adoption to systematic deployment. For health tech entrepreneurs,

maturation creates both challenges and opportunities. Companies that embrace



guidance as a framework for excellence rather than simply a compliance require
will be best positioned to thrive in this evolving market landscape. The future b
to companies that can combine technical innovation with comprehensive suppor
responsible Al practices, creating solutions that healthcare organizations can

confidently adopt, regulators will support, and patients can trust.
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