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Abstract

This comprehensive analysis examines the Coalition for Health AT (CHAI) throu
examination of its working group structure, leadership, and strategic initiatives.
CHALI has emerged as the preeminent multi-stakeholder organization developin;
consensus-driven frameworks for responsible Al deployment in healthcare. Thr¢
detailed investigation of CHAI's organizational architecture, this essay reveals h
the coalition's approximately 3,000 member organizations collaborate across use
specific and cross-cutting working groups to address the fundamental challenge

Al governance, testing, and validation in healthcare.
Key findings include:

e CHALI operates through a dual-track working group structure combining sp
use cases (generative Al for discharge summaries, predictive Al for sepsis

detection) with cross-cutting standards (privacy, fairness, transparency, safe

e The organization has established a nationwide network of independent assu

laboratories to provide third-party validation of health AI systems

e Leadership comprises a strategic mix of academic medical center expertise (
Clinic, Stanford, Duke), technology industry participation (Microsoft, Goog
Amazon, OpenAl), and government representation through non-voting boar

positions



e The coalition has developed comprehensive frameworks including the Assu
Standards Guide, Model Card specifications, and certification processes for

quality assurance laboratories

e CHALI's consensus-driven approach represents a novel governance model th:
balances innovation acceleration with risk mitigation across the health Al

ecosystem

The Coalition for Health AI has positioned itself as the definitive authority on
responsible artificial intelligence implementation within the healthcare sector,
representing what may be the most ambitious attempt to create industry-wide
governance standards for emerging technology deployment. Founded in 2022 by
consortium of clinicians and data scientists who recognized the urgent need for
consensus-driven frameworks, CHAI has rapidly evolved into a sophisticated
ecosystem of nearly 3,000 member organizations spanning academic medical cer
health systems, technology vendors, government agencies, and patient advocacy
groups. The organization's significance extends far beyond typical industry
associations, as it attempts to solve one of the most complex coordination proble
modern healthcare: how to deploy transformative Al technologies at scale while
maintaining safety, efficacy, and equity standards across an inherently fragmente

healthcare system.

CHAI's approach to this challenge centers on a carefully architected working gr
structure that simultaneously addresses specific use cases while developing cros
cutting standards applicable across all health AT applications. This dual-track

methodology reflects a sophisticated understanding of how consensus emerges i
complex sociotechnical systems, where abstract principles must be grounded in
concrete implementations to achieve practical adoption. The organization's worl
groups serve as laboratories for developing not just technical specifications, but
social and institutional mechanisms necessary for widespread technology adopti

highly regulated environments.



The coalition's emergence occurs against a backdrop of unprecedented Al
advancement in healthcare, where the pace of technological development has
consistently outstripped the evolution of governance frameworks. Traditional
regulatory mechanisms, designed for more predictable technology lifecycles, hax
struggled to keep pace with the rapid iteration cycles and emergent capabilities
characteristic of modern Al systems. CHAI represents an attempt to fill this
governance gap through industry self-regulation, creating standards that can ad:
more quickly than formal regulatory processes while maintaining the rigor nece

for healthcare applications.

Understanding CHAI's working group structure requires recognizing the
organization's dual mission of promoting innovation while ensuring safety and e
This tension permeates every aspect of the coalition's work, from the selection o
cases to the development of evaluation metrics. The organization must balance t
competing interests of technology vendors seeking rapid deployment pathways,
systems requiring robust safety assurances, regulators demanding comprehensiv
oversight mechanisms, and patient advocates insisting on equity safeguards. The
working group structure serves as the primary mechanism for managing these
tensions and forging consensus across stakeholder groups with fundamentally

different incentives and constraints.

The foundational document guiding CHAI's efforts is the Blueprint for Trustwo
Al Implementation Guidance and Assurance for Healthcare, released in April 2(
and subsequently operationalized through the Assurance Standards Guide publi
in draft form in June 2024. These documents establish five core principles that
permeate all working group activities: usability and efficacy, safety and reliabilit
transparency, equity, and data security and privacy. Rather than treating these as
abstract aspirations, CHAI's working groups are tasked with translating these
principles into concrete evaluation metrics, testing methodologies, and
implementation guidance that can be operationalized across diverse healthcare

settings.

The Blueprint emerged from extensive consultation across CHAI's membership

and represents one of the few consensus-based frameworks developed through



genuine multi-stakeholder collaboration rather than industry capture or regulat
imposition. The document explicitly acknowledges the inherent tensions in heal
deployment, recognizing that different stakeholder groups prioritize different a:
of the five core principles depending on their organizational mission and risk

tolerance. The working groups serve as the mechanism for resolving these tensic

through practical implementation experience rather than abstract policy debate.

CHAI's use case working groups represent the organization's most innovative
contribution to health AI governance, focusing on specific applications where th
intersection of technological capability and clinical need creates both significan
opportunities and substantial risks. The Generative Al for Patient Discharge
Summaries working group exemplifies this approach, tackling a use case that
demonstrates clear value proposition while raising complex questions about clin
responsibility, liability allocation, and quality assurance in automated document

systems.

The patient discharge summary use case was strategically selected because it

represents a high-volume, standardized clinical workflow where AI automation «
deliver immediate efficiency gains while creating clear evaluation criteria for ac«
and completeness. Led by Dr. Karandeep Singh from UC San Diego, Dr. Shalmal
Joshi from Columbia, and other prominent clinical informaticists, this working
includes 23andMe, Abridge, AdventHealth, Amazon, Ambience Healthcare, Cle’
Clinic, Duke, Google, Johns Hopkins, Kaiser Permanente, Mayo Clinic, Microso
OpenAl, Stanford, and dozens of other organizations representing the full spect

of the health AI ecosystem.

The working group's approach demonstrates CHAI's methodology for translatin
abstract principles into operational standards. Rather than developing generic

guidelines, the group focuses on the specific challenges of summarizing comples
clinical encounters into coherent, actionable discharge documentation. This inc
developing metrics for evaluating whether Al-generated summaries capture crit
clinical decisions, medication changes, follow-up requirements, and patient edu
needs while maintaining appropriate clinical tone and avoiding potentially harm

omissions Oor inaccuracies.



The technical framework developed by this working group addresses fundament
questions about human-ATI collaboration in clinical documentation. The group h
established protocols for defining appropriate levels of clinician oversight, speci
when automated summaries require human review versus approval, and creating
trails that support both quality improvement and liability management. These
specifications extend beyond technical requirements to encompass workflow
integration, training protocols, and change management strategies necessary for

successful implementation across diverse healthcare organizations.

The Predictive Al working group, focused initially on sepsis detection use cases.
represents CHAI's engagement with perhaps the most challenging category of h
Al applications. Predictive algorithms that influence clinical decision-making re
fundamental questions about algorithmic bias, clinical autonomy, and the appro
balance between automated recommendations and physician judgment. The sep:
case was selected because it represents a clinical scenario where early interventi
significantly impacts patient outcomes, creating clear value proposition for Al

assistance while highlighting the risks of both false positives and false negatives

automated clinical decision support.

This working group's technical framework addresses the entire Al lifecycle fron
collection and model training through deployment monitoring and performance
evaluation. The group has developed comprehensive methodologies for evaluatir
model performance across diverse patient populations, healthcare settings, and
clinical workflows. This includes sophisticated approaches to bias detection and
mitigation that go beyond traditional fairness metrics to address the complex
interactions between algorithmic recommendations and clinical decision-makin,

processes.

The predictive Al framework explicitly addresses the challenge of developing

evaluation metrics that account for the dynamic nature of clinical practice, whet
same algorithm may perform differently across institutions with varying patient
populations, clinical protocols, and technological infrastructure. The working g

has pioneered approaches to federated evaluation that allow institutions to asses



algorithm performance using local data while contributing to broader understar

of generalizability and bias across the healthcare system.

CHALI's cross-cutting working groups tackle the foundational challenges that sp
health AT applications, developing standards and methodologies that provide th
substrate for use case-specific implementations. The Privacy and Security worki
group addresses one of the most technically complex and politically sensitive asj
of health AI deployment, recognizing that public trust in Al systems depends
fundamentally on robust protection of patient data throughout the AI lifecycle.

This working group's framework extends beyond traditional healthcare privacy
protections to address the unique challenges posed by Al systems, including the
of model inversion attacks, membership inference vulnerabilities, and the comp
consent challenges associated with secondary use of clinical data for algorithm
training and validation. The group has developed comprehensive technical
specifications for privacy-preserving machine learning techniques, including
federated learning protocols, differential privacy implementations, and secure

party computation frameworks tailored specifically for healthcare applications.

The privacy framework recognizes that different healthcare organizations have
varying technical capabilities and risk tolerances, creating tiered implementatio
guidelines that allow smaller organizations to adopt Al technologies while
maintaining appropriate privacy protections. This includes specifications for clc
based Al services that maintain privacy standards while enabling organizations

without extensive technical infrastructure to benefit from advanced Al capabilit

The Fairness and Equity working group confronts perhaps the most challenging
aspect of responsible Al deployment, developing frameworks for identifying anc
mitigating algorithmic bias while ensuring that Al systems improve rather than
exacerbate existing healthcare disparities. This working group's approach recog
that fairness in healthcare Al extends beyond technical metrics to encompass

questions of access, representation, and distributive justice that require careful

consideration of social and economic factors alongside algorithmic performance



The group has developed sophisticated methodologies for bias assessment that
account for the complex interactions between individual patient characteristics,
institutional factors, and broader social determinants of health. This includes
frameworks for evaluating whether Al systems perform equitably across differer
demographic groups while recognizing that clinical outcomes may legitimately v
across populations due to biological, social, or environmental factors that shoulc

inform rather than bias algorithmic recommendations.

The fairness framework includes specific guidance for addressing
underrepresentation in training data, ensuring that Al systems perform adequat
populations that may be poorly represented in historical clinical datasets. This
includes technical approaches to data augmentation and transfer learning along:
institutional strategies for improving data collection and clinical trial participat

among underrepresented communities.

The Transparency and Explainability working group addresses the fundamental
tension between Al system performance and interpretability, recognizing that

healthcare applications often require explanations for algorithmic recommendat
while acknowledging the technical limitations of current explainable AI techniq
The group's framework distinguishes between different types of transparency

requirements, from technical documentation for algorithm developers to clinica
explanations for healthcare providers to patient-facing communications about A

involvement in care decisions.

This working group has developed comprehensive specifications for Al system

documentation, including technical specifications, clinical validation studies, an
ongoing performance monitoring requirements. The framework includes detaile
requirements for algorithm cards that provide standardized information about /
system capabilities, limitations, training data characteristics, and appropriate us

cases in formats accessible to different stakeholder groups.

The transparency framework explicitly addresses the challenge of communicatir
algorithmic uncertainty and limitations to clinical users, recognizing that

inappropriate confidence in AI recommendations can be as dangerous as



inappropriate skepticism. The group has developed protocols for presenting
algorithmic outputs in ways that support rather than replace clinical judgment ¥
ensuring that clinicians understand the basis for algorithmic recommendations :

their associated confidence intervals.

The Safety and Reliability working group focuses on developing comprehensive
frameworks for ensuring that Al systems perform consistently and safely across
diverse clinical environments and patient populations. This includes technical
specifications for algorithm validation, ongoing performance monitoring, and in
response protocols that address the unique challenges of Al system failures in

healthcare settings.

The safety framework addresses both technical reliability concerns, such as mod
drift and adversarial attacks, and clinical safety issues, such as inappropriate
algorithm activation and integration with clinical workflows. The group has
developed comprehensive testing methodologies that evaluate Al system perforn
under edge cases and stress conditions that may not be adequately represented i

training or validation datasets.

The reliability specifications include detailed requirements for ongoing algorith
monitoring that detect performance degradation before it impacts patient care.'
includes statistical process control methodologies adapted for Al systems alongs
clinical outcome monitoring that tracks whether algorithmic recommendations

continue to improve patient outcomes over time across diverse clinical settings.

CHAI's most ambitious initiative involves creating a nationwide network of

independent assurance laboratories that provide third-party validation of health
systems before deployment and ongoing monitoring throughout their operation:
lifecycle. This network represents a fundamental innovation in health technolog
governance, creating institutional infrastructure for Al oversight that parallels t

clinical laboratory accreditation systems that ensure quality in diagnostic testin;

The assurance laboratory framework addresses one of the most significant barris

health AT adoption: the lack of standardized, independent evaluation mechanisn



allow healthcare organizations to assess Al system quality and appropriateness f
their specific clinical environments. Currently, healthcare organizations must re
primarily on vendor-provided validation studies and internal testing capabilities

may be inadequate for comprehensive algorithm assessment.

CHALI's laboratory certification process establishes rigorous requirements for
technical infrastructure, testing methodologies, and staff qualifications that ens
consistent, high-quality evaluation across the network. This includes specificatis
for computational resources, dataset access, and evaluation protocols alongside
requirements for staff expertise in both Al technologies and healthcare applicati
The certification process explicitly addresses potential conflicts of interest, requ
laboratories to demonstrate independence from algorithm developers and healtt

organizations that may benefit from favorable evaluations.

The laboratory network framework includes detailed specifications for testing

protocols that address all five of CHAI's core principles across the Al lifecycle. "
includes comprehensive technical validation that assesses algorithm performanc
robustness, and security alongside clinical validation that evaluates integration 7
healthcare workflows and impact on patient outcomes. The framework explicitly
addresses the challenge of developing standardized testing methodologies that r

relevant across rapidly evolving Al technologies and healthcare applications.

CHALI's organizational leadership reflects a strategic balance between clinical

expertise, technical capability, and institutional credibility necessary for buildin
consensus across the health AT ecosystem. Dr. Brian Anderson's appointment as
leverages his extensive experience leading digital health initiatives at MITRE, wi
he coordinated major federal initiatives including COVID-19 response efforts ar
Operation Warp Speed alongside foundational work on clinical data standards Ii
mCODE. His background spans clinical practice, health informatics, and govern
relations, providing the interdisciplinary perspective necessary for navigating th

complex stakeholder relationships that define CHAI's operational environment.

The board structure demonstrates CHAI's commitment to balanced representati

across academic medicine, healthcare delivery, technology development, and pat



advocacy. Dr. John Halamka's role as board chair brings the credibility of Mayo
Platform alongside his extensive experience in health information technology

standards development. Dr. Michael Pencina's position as secretary and treasure
leverages Duke Health's leadership in Al research while ensuring financial overs

that maintains stakeholder confidence in CHAI's resource management.

The inclusion of government representatives as non-voting board members, incl
Micky Tripathi from the Office of the National Coordinator for Health Informat
Technology and Troy Tazbaz from the FDA, provides crucial regulatory insight v
maintaining CHAI's independence from direct government control. This structt
allows CHAI to anticipate regulatory developments and align its frameworks wii
emerging federal requirements while preserving the flexibility necessary for rap

adaptation to technological changes.

CHALI's technical leadership, headed by Sumanth Ratna, reflects the organizatio
commitment to maintaining technical credibility while ensuring that standards
development remains grounded in practical implementation experience. The tec
team's background spans software engineering, data science, and healthcare
applications, providing the interdisciplinary expertise necessary for developing

standards that address both technical performance and clinical utility.

The coalition's industry engagement strategy demonstrates sophisticated
understanding of how to build consensus among organizations with fundamenta
different business models, risk tolerances, and strategic objectives. CHAI's
membership spans academic medical centers focused on research and education
community health systems prioritizing operational efficiency, technology vendot
seeking market expansion, and patient advocacy organizations emphasizing equi
access. Managing these competing interests requires careful attention to govern:
structures that ensure all stakeholder voices are heard while maintaining focus ¢

CHAI's core mission.

CHALI's founding partner program provides a mechanism for organizations to
demonstrate commitment to responsible Al development while contributing res

and expertise to standards development efforts. The founding partners include



leading academic medical centers like Mayo Clinic, Johns Hopkins, and Stanforc
Medicine alongside major health systems like Kaiser Permanente and CVS Heali
technology companies including Microsoft, Google, Amazon, and OpenAl. This
diverse membership base provides both the financial resources and technical exj
necessary for developing comprehensive standards while ensuring that framewo

address real-world implementation challenges across diverse organizational con

The partnership with the National Academy of Medicine represents a particular
strategic alliance that connects CHAI's practical standards development efforts-
NAM's broader work on Al ethics and governance in healthcare. This collaborat
ensures that CHAI's frameworks align with emerging consensus on responsible
principles while providing practical implementation pathways for translating et

guidelines into operational practices.

CHALI's relationship with regulatory agencies reflects the organization's role as ¢
bridge between industry innovation and government oversight, providing a foru
developing consensus on appropriate regulatory approaches while maintaining t
flexibility necessary for adapting to rapidly evolving technologies. The coalition'
work directly informs federal Al governance initiatives while avoiding the const

that formal regulatory processes might impose on standards development timeli

The partnership with The Joint Commission announced in June 2025 represents
significant milestone in CHAI's evolution toward operational implementation of
frameworks. The Joint Commission's role in healthcare accreditation provides a
pathway for translating CHAI's standards into requirements that healthcare
organizations must meet to maintain accreditation status. This partnership
transforms CHAI's frameworks from voluntary guidelines into practical require

that will drive adoption across the healthcare system.

This accreditation pathway addresses one of the fundamental challenges in heali
technology governance: ensuring that standards translate into actual practice ch
rather than remaining abstract aspirations. The Joint Commission's established

relationships with healthcare organizations and proven track record in impleme



complex standards provide the institutional infrastructure necessary for scaling

CHALI's frameworks across diverse healthcare settings.

The implications of CHAI's work for health tech entrepreneurs extend far beyor
compliance requirements to encompass fundamental questions about product
development strategies, market positioning, and competitive differentiation in a
increasingly regulated environment. Companies developing health Al technolog
must now consider CHAI's frameworks from the earliest stages of product
development, incorporating evaluation metrics and testing protocols that align v

emerging industry standards.

The assurance laboratory network creates new market dynamics where third-pai
validation becomes a competitive necessity rather than optional enhancement.

Companies that invest early in developing relationships with certified laboratori
and designing products that perform well under CHAI's evaluation frameworks
likely gain significant competitive advantages as healthcare organizations increa

require independent validation before Al technology adoption.

CHAI's model card specifications create new requirements for Al system
documentation that extend far beyond traditional technical specifications to
encompass clinical validation studies, bias assessments, and ongoing performanc
monitoring capabilities. Companies must now invest in developing comprehensi
documentation frameworks that address all stakeholder information needs whil

maintaining competitive confidentiality around proprietary algorithmic approac

The emphasis on federated evaluation and privacy-preserving validation creates
opportunities for companies that develop technologies enabling secure, multi-

institutional algorithm assessment. The technical requirements for conducting |
assessments across diverse patient populations without compromising patient p;
represent significant engineering challenges that create market opportunities fo

specialized technology vendors.

CHALI's consensus-driven approach to standards development creates both

opportunities and challenges for technology companies seeking to influence eme



requirements. Companies that invest in meaningful participation in working grc
activities can help shape standards in ways that align with their technical capabi
and business strategies. However, this requires substantial commitment of techr
and regulatory expertise alongside willingness to compromise on proprietary

approaches in service of broader industry consensus.

The Coalition for Health Al represents a novel experiment in technology govern
that attempts to balance innovation acceleration with risk mitigation through
consensus-driven standards development. The organization's working group stri
provides a mechanism for translating abstract principles into operational practi
while managing the complex stakeholder relationships that define the healthcar
ecosystem. CHAI's success in developing comprehensive frameworks that achiev
widespread adoption will likely influence governance approaches for emerging

technologies across multiple industries.

The coalition's emphasis on independent validation and third-party testing addr
fundamental trust deficits that have historically limited Al adoption in healthca
while creating new institutional infrastructure that may prove essential for reali
the full potential of Al technologies in improving patient outcomes. The assurar
laboratory network represents a particularly innovative approach to quality assu
that could serve as a model for other industries grappling with similar challenge

ensuring Al system reliability and safety.

For health tech entrepreneurs, CHAI's emergence signals a fundamental shift to
more structured, standards-based approaches to Al development and deploymer
healthcare. Companies that recognize this shift early and invest in developing
capabilities that align with CHAI's frameworks will likely benefit from competit
advantages as the healthcare industry increasingly adopts these standards. Howe
this transition also creates new barriers to entry and compliance costs that may
particularly impact smaller companies lacking resources for comprehensive vali

and documentation efforts.

The ultimate success of CHAI's approach will depend on its ability to maintain

relevance and adaptability as Al technologies continue to evolve rapidly while



building sufficient institutional support to ensure widespread adoption of its
standards across the healthcare ecosystem. The organization's track record in
developing consensus among diverse stakeholders and creating practical
implementation pathways suggests significant potential for success, but the true
will come as these frameworks transition from voluntary guidelines to operation

requirements embedded in regulatory structures and accreditation processes.
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