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CHALI, the Coalition for Health Al, is committed to setting the
standard for the trustworthy and responsible implementation
of Al in health.

CHAIl s setting a
new StCI ndq rd By uniting a powerful alliance of government bodies, leading

global technology firms, and major healthcare organizations,

fOr AI Sqfety C| nd we will develop and endorse standards/tools of unmatched

quality, establishing leadership in the field.

reliability in
Health

Our coalition's expertise and collaborative efforts are
dedicated to positioning CHAI as the foremost authority in the
nation, guaranteeing the safety and reliability of Al tools in
health for patient welfare that serves us all.
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CHAI is bringing together a diverse
community of creators, users and

beneficiaries to develop
consensus-driven products
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Creators of Al Users of Al Patient Consumers of Al
Health Systems Health Systems Patient Advocacy Groups
Medical Device Life Science

manufacturers Companies
Pharmaceutical Companies Physicians
Software Creators for health Payors

Hardware Creators for health CMS O
& more = CHAN




We are using consensus to develop the gold-

standard for trustworthy and Responsible

Health Al that serves all

Neede —

-

@ Adherence to FAVES principles
\.

/

-

@ Current regulation does not apply to all

Health Al

N

. J

4 N
@ Lack of transparency

. J

4 I
@ Workforce upskilling and

engagement
. J

B

The development of Technical Standards,

including Bias, Safety and Surveillance frameworks,

and Implementation Guides, including Testing
and Evaluation and Best Practices frameworks

A nationwide network of CHAI-certified Quality
Assurance Labs, responsible for assuring all Al for
use in health, with supportive Assurance Standards

A National Registry Platform, featuring model

report cards, for algorithms that have been through
Assurance Labs

Registry publications, educational materials and
Assurance certification processes

= CHAI



CHAIlis
supporting the
development of
a hationwide
hetwork of

Assurance Labs
with its
certificiation
framework

= CHAI



Assurance Labs will align to the algorithmic
lifecycle, with checkpoints at Pre-deployment,
Implementation and Post-deployment

20

Define Problem Design the Al Engineer the Al

& Plan 8ystem Solution Assess Pilot Deploy & Monitor

Engage stakeholders to
define the problem &
perform root-cause
analysis

Identify solution & plan
fulure slate

Gather business
requirements

Assess feasibility,
potential for impact, &
prioritization

Make
procure/build/partner
decision

Select/understand model
task & architecture

Capture design & technical
requirements or determine
best solution to meet
business requirements

Design solution application
& system workflow
according to
human-centered design
principles

Design deployment
strategy with end users

Design risk management,
monitoring & reporting plan

Access data
Prepare data

Develop data
management plan

Train & tune model

Conduct installation
qualification (when
applicable)

Validate local system
performance (when
applicable)

Execule prospective,
silent evaluation

Establish risk
management plan

Train end users

Test usefulness

* |Implement small-scale
pilot to assess real-world
impact

* Execute and update risk
management plan

« Educate & train users on
Al application reporting

on a general

Audit Al system to inform
whether to maintain
refine or sunset

Conduct ongoing risk
management

Ensure compliance with
applicable healthcare
regulations & slandards

Governance

Checkpoint: iteration may occur between stages 2-4, particularly when using Agile development methodology. O Assurance checkpoint: requires evaluation of stages leading up to current.

= CHAI



Our Assurance Standards Guide and Reporting
Checklist are being released in June 2024

Focusing on 6 paradigm use cases to
demonstrate the application of Assurance
Standards across the Al lifecycle:

* Predictive EHR Risk Model (asthma exacerbation risk)
« Imaging Diagnostic Model (mammography)

Generative Al / LLM Model (EHR query and

Privacy & summarization)

Security Fairness Transparency Usefulness Safety - Claims-based, outpatient model (care management)
Work G Work Group Work Group Work Group Work Group . . . . ) . o .

orkfaroup * Clinical Ops & Administration (prior authorization with

medical coding)
Genomics (precision oncology using genomic markers)

= CHAI



And we are planning to get first drafts of the
more detailed technical documents completed

by the end of 2024

Current

Planned

Standards and Products Development

'IE»LE Documents i_lJI Sector-specific

Blueprint Document - Rdmin/0ps
Assurance Standards Guide Payors
Assurance Standards Checklist Medical Device

Gen AI Best Practices Framework Direct-to-Patient

Gen Al T&E Framework Life Sciences

Predictive AI Best Practices Framework Public Health
Predictive Al T&E Framework Clinical Decision Support
Safety Reporting & Surveillance Frameworks

Bias Measurement and Management Frameworks

Not begun yet Structure outlined First draft complete - Product released

Standards and Products Development

() Sector-specific
il

L) Documents

Blueprint Document Bdmin/ Ops
Assurance Standards Guide Payors
Assurance Standards Checklist Medical Device

Gen AI Best Practices Framework Direct-to-Patient

Gen Al T&E Framework Life Sciences

Predictive AI Best Practices Framework Public Health

Predictive Al T&E Framework Clinical Decision Support

Safety Reporting & Surveillance Frameworks

Bias Measurement and Management Frameworks

Not begun yet Structure outlined

First draft complete - Product released

= CHAI



Alongside Assurance Lab certification and
development of the registry, we are also
focusing on developing frameworks

Blueprint Document . Released April 2023
Assurance Standards Guide First drafts in review
Assurance Standards Checklist _Fj_rst dra fts in rereW

Gen AI Best Practices Framework Predictive AI Best Practices Framework
Technical Detail
R RN e -t Gen AI T&E Framework Predictive AI T&E Framework
Safety Reporting & Surveillance Bias Measuremen t and Management
Frameworks Frameworks B ‘ I* A.
]



In order to deliver this work, we have hand-
selected members for Working Groups, the first
of which we launched in May

Phase 1 Phase 2
May 24 - through Jan 25 Oct 24 - Jun 25

Testing and Evaluation
Frameworks

GenAIWG

Predictive
AIWG

Best Practice Implementation
Guidance

GenAIWG

Predictive
AIWG

S Medical
Decision Device
Support

N

v

7

| Safety Monitoring and Surveillance Framework l

[

Bias Measurement & Management Framework

]

Assurance Lab

Policy

= CHAI



Workstreams will work very closely together

_ . . . Resulting in
Predictive and Generative Al Workstreams will BPF and T&E applied to sector- 5
. . Assurance Lab
closely inform each other specific use cases
outputs
Using Core Principles of: Using Core Metri.cs and Methodologies: Payors
« Usefulness/Efficacy * Usefulness/Efficacy
 Fairness/Bias o F1, AUC, Sensitivity, Specificity, etc.
. Safety  Fairness/Bias Clinical Decision Support
« Transparency o Disparate impact ratio, confusion
. ' ' matrices, etc. .
>ecurity/Privacy Med Device / MedTech
 Safety
o Robustness testing, analyzing false
positives/negatives, etc. Administrative & Ops
* Transparency
o Model cards, evaluation results,
feature importance analysis Direct-to-Consumer
 Security
Threat modeling, penetration :
S 05 P Public Health

testing, stress testing, etc.
Privacy

o Data access controls, data Life Sciences . CI ‘I A.
minimization and anonymization J




Become a Member of CHAI

Shape Nationwide Standards

Play a crucial role in defining the benchmarks for testing and evaluation of health Al, influencing
nationwide practices.

Collaborate with Leaders

Partner with key government and health industry leaders to actively shape Al policy in the health
sector.

Enhance Patient Safety

Ensure that Al standards in health are robust, prioritizing and safeguarding patient safety at every
level.

Lead the Nationwide Registry

Contribute and benefit from the Nationwide Registry of Health Al Algorithms, setting new standards
in health technology and innovation.

Empower with Al Education

Stay ahead in Al Safeguards, bridging the gap between rapid technological evolution to mitigate

risks effectively.
O




Membership Pricing, based on revenue

Non-profit For Profit
Small Medium Large Small Medium Large Enterprise
$100M - $4.98 > $5B total $10 million -
" < $100M total operating Total operating operating < $10 million in e $250 million - .
Benefits revenue OR <100 beds revenue OR 100 revenue OR revenue $250 million in $1B in revenue >$1Bin revanua
~1,000 beds >1,000 beds revenue
Guaranteed participation in developing CHAI best practice frameworks and the ability to
help set our strategic agenda.
Licenses to commercialize and creative derivatives of CHAIl work products. *Note,
all frameworks will be open source and available to the public under Creative
Commons CC BY-NC-ND 4.0, but will not allow for commercial use or publicly-
facing derivatives without a license from CHAI.*
$5,000 $25,000 $50,000 $5,000 $25,000 $50,000 $100,000

Priority consideration for speaking opportunities and participation in coalition-led events.

Name recognition on website

Metworking opportunities with industry experts and like-minded professionals through
online forums and in person events .

Priority registration rates for our CHAI Global Summit at HLTH and unique sponsorship
opportunities with both CHAI and HLTH. CHAIl members who attend HLTH will receive one
free health ticket for every five tickets that are purchased.

Recognition and visibility opportunities for contributing to coalition initiatives and projects.

Matchmaking partnership opportunities with other institutions for research and other
collaborative activities

= CHAI



Our Team

Brian Anderson Brenton Hill

CEO & Founder Head of Operations
and General Counsel

Lucy Orr-Ewing Tom Kirby Nicoleta Economou
Chief of Staff and Chief Financiall Scientific

Head of Policy Officer Director
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