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The Evolution of Health IT & Digital Health (i the us)

ONC is charged with formulating the federal government’s health IT strategy to advance national
goals for better and safer health care through an interoperable nationwide health IT infrastructure
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ONC Activities & Objectives
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ONC Active Health IT Engagements

with Federal Partners
HHS Staff Divisions

HHS Operational Divisions
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ONC's 21st Century Cures Act Final Rule

Putting the patient first in health technology enables Direct Links;
the health care system to deliver: e Fact Sheets

* Transparency into the cost and outcomes of their care

 Webinars
* Competitive options in getting medical care  Media/Press
* Modern smartphone apps to provide them convenient access
to their records * Blog Post

e Download Final Rule

* An app economy that provides patients, physicians, hospitals,
payers, and employers with innovation and choice

Main Landing Page;
https://www.healthit.gov/curesrule/



https://www.healthit.gov/curesrule/resources/fact-sheets
https://www.healthit.gov/curesrule/resources/webinars
https://www.healthit.gov/curesrule/resources/mediapress
https://www.healthit.gov/buzz-blog/21st-century-cures-act/the-cures-final-rule
https://www.healthit.gov/curesrule/download
https://www.healthit.gov/curesrule/

US Core Data for Interoperability (USCDI):
The Minimum Dataset of the Health Care Delivery System

[ USCD gy

United States Core Data for Interoperability
—— VERSION 1 (JULY 2020 ERRATA) ——

The Office of the National Coordinator for
Health Information Technology

ONC standard for minimum dataset
required for interoperability

— Defines required data elements
and vocabulary standards

— Agnostic to format

Updated on annual cycle with federal
agency and industry input

— Updates based on multiple criteria
including standards maturity and
public/industry priority




The Office of the National Coordinator for
Health Information Technology

USCDI is the minimum data set for key EHR
functions, interoperability, and patient access

EHR functions requiring USCDI CMS patient access rule requires USCDI
USCDI is a required component for following 2015 Edition Cures Update Certification Criteria Medicare and Medicaid Programs:

Standardized API for patient and population services (§170.315(g)(10)) :;ti:al:g’r?;::i';:;ﬁt:n;:fl:f:::ii:l:;le Care
Transitions of care (§170.315(b)(1)) Access for Medicare Advantage

Organization and Medicaid Managed
Care Plans, State Medicaid Agencies,
CHIP Agencies and CHIP Managed

Clinical information reconciliation and incorporation (§170.315(b)(2))
Update to USCDI by

View, download, and transmit to 3rd party (§170.315(e)(1)) December 31. 2022
- . . . . . ! Care Entities, Issuers of Qualified
Transmission to public health agencies —electronic case reporting (§170.315(f)(5)) (replacing Common Health Plans on the Federally-
Consolidated CDA creation performance (§170.315(g)(6)) Clinical Data Set) :3‘-’"!:13159':' Exchanges, and Health Care
roviders
Application access —all data request (§170.315(g)(9)) AGENCY: Conters for Medicare &
Medicaid Services (CMS), HHS.
ACTION: Final rule.
Interoperability networks requiring USCDI Mobile apps based on USCDI

care

eHealth Exchange
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Draft Version 5

USCDI United States Core Data
B for Interoperability

United States Core Data
for Interoperability

Draft Version 5 | January 2024

ONC HEALTH IT STANDARDS

BULLETIN

January 2024

HealthiT.gov

lssue 2024-1

@ONC_HoalthiT

As part of the annual update process,
ONC identifies key policy priorities that include:

» Health data needs for providing equitable care to
underserved communities, public health reporting,
and behavioral health integration with primary care.

* Important additions over previous USCDI versions
that will broadly benefit health IT users.

* Implementation burden for: standards development
organizations; developers of certified health IT
products; and health care entities who will integrate
these changes into clinical and other workflows.

* Outside factors such as new regulatory
requirements (e.qg., those included in the recently
published HTI-1 final rule) are also considered.

ONC is accepts submissions for new data elements through the ONDEC system and feedback on existing data elements.


https://www.healthit.gov/sites/default/files/page/2024-01/Standards_Bulletin_2024-1.pdf
https://www.healthit.gov/isa/sites/isa/files/2024-01/Draft-USCDI-Version-5-January-2024-Final.pdf
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USCDI Draft v5 Summary of
Data Classes and Data Elements

Draft USCDI v5 includes 13 new data elements and
two new data classes.

Please reference the Draft USCDI v5 standard
document and the Standards Bulletin 2024-1 for
details.

ONC is accepting feedback on the proposed new
data elements on the Draft USCDI v5 website until
Monday, April 15, 2024 at 11:59 p.m. ET.

Feedback will be considered as ONC develops the
final version of USCDI v5, which we anticipate
publishing in July 2024.
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https://www.healthit.gov/isa/sites/isa/files/2024-01/Draft-USCDI-Version-5-January-2024-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2024-01/Draft-USCDI-Version-5-January-2024-Final.pdf
https://www.healthit.gov/sites/default/files/page/2024-01/Standards_Bulletin_2024-1.pdf
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USCDI+: Extending Beyond the USCDI

« Unique program and use case-specific data needs are
sometimes not fully met by USCDI.

USCDI+
Public
Health

USCDI+
Quality

« ONC’s USCDI+ initiative helps government and industry
partners build on USCDI to support specific program
needs.

* Applies USCDI processes for submission and
USCDI+

harmonization while focusing on programmatic priorities. | Real World USCDI
b Data

USCDI+
Cancer

« Seeks to leverage programs and authorities across HHS to
drive adoption.

« USCDI+ for Quality Measurement and Public Health kicked USCDI+ USCDI+
off with CDC, CMS and HRSA. vt st

« USCDI+ for Cancer underway with NCI, CMMI, and VA


https://uscdiplus.healthit.gov/uscdi?table=x_g_sshh_uscdi_relation_ship_elements&id=uscdi_lists&view=sp
https://uscdiplus.healthit.gov/uscdi
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USCDI+: Extending Beyond the USCDI

Maternal Health

« USCDI+ Maternal Health was developed to establish a core set of data
necessary for high quality care, equitable outcomes, and maternal
health research. Data elements are focused on helping to understand
how maternal health may impact outcomes in both mother and child.

« USCDI+ Maternal Health goals are to:

* Assess maternal health patients’ experience in accessing electronic health
records

 Identify consistent set of data elements and lab tests required for prenatal
screening for prevention of mortalities / co-morbidities for the mother and
child

* Provide patients with information to empower them to request better care
and help them identify any preventable risks

* Determine approaches and mechanisms to pilot recommended minimum
datasets across provider types no matter the circumstance or level of
technical proficiency of the patient and/or provider

USCDI+
Real World
Data

USCDI+
Quality

USCDI+
Behavioral
Health

USCDI

USCDI+
Public
Health

USCDI+
Maternal
Health

USCDI+
Cancer


https://uscdiplus.healthit.gov/uscdi?id=uscdi_record&table=x_g_sshh_uscdi_domain&sys_id=75df78228745b95098e5edb90cbb3528&view=sp
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New Resource for MATERNITY Health Care Records!

&NC Office of the National Coordinator
for Health Information Technology

Interoperability of Maternity Health
Care Records: Best Practices
Informational Resource

March 2024

N

Purpose: This document focuses
on the functionalities and standards
that maternal healthcare providers
may leverage in health IT to
support the safe and effective
healthcare of pregnant persons as
part of peri- and post-natal care
and to advance the interoperability
(capture, exchange, and use) of
this health data.



chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/www.healthit.gov/sites/default/files/page/2024-03/FY23%20ONC%20Maternity%20Care%20Info%20Resource%20Guide_508%20%281%29.pdf
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HEBD - Primary Goals

« Equity considerations identified and incorporated as early as possible
In design, build, implementation process.

e Health IT products, capabillities, and services are designed to be
foundationally equity enforcing — making the implicit explicit.

« Strategies, tactics, and policies keep equity in mind from end to end.
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Health Equity by Design Concept Paper

ONC

ffice of the National Coordinator
for Health Information Technology

Advancing Health Equity by Design

and Health Information Technology:

Proposed Approach, Invitation for
Public Input, and Call to Action

Prepared by:

The Office of the National Coordinator for Health Information Technology

APRIL 2024

9

Read the White Paper [PDF - 743 KB] >

Provide Feedback >

eNC Office of the National Coordinator
for Health Information Technology

FACT SHEET | HEALTH EQUITY BY DESIGN

Advancing Health Equity

Fact Sheet [PDF - 279 KB]



chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/www.healthit.gov/sites/default/files/2024-03/Health_Equity_Fact_Sheet.pdf
https://www.healthit.gov/sites/default/files/2024-03/Health_Equity_Fact_Sheet.pdf
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How can Al be used in healthcare?

Monitoring patients Guiding surgical Predicting health trajectories
care
Clinical
Supporting population applications Recommending

health management Administrative treatments
applications

2

Automating laborious Recording digital Optimizing operational
tasks clinical notes processes

“'S —

: GAO. | GAO-21-7SP https://www.gao.gov/assets/gao-21-7sp.pdf



https://www.gao.gov/assets/gao-21-7sp.pdf

20 How ONC fits into the broader Health Al HHS Regulatory Picture

Health Al Areas of HHS Activity

o
U.%, DEPARTEENT OF HEALTH AND HUMAN SERVICES

Office for Civil Rights

oL

FOA

SNC

Nondiscrimination in Health Programs
and Activities Proposed Rule (Section
1557 of the Affordable Care Act)

Applicable Federal Policies

CDS and Device Software Function-
related Guidance Documents

ONC Health IT
Certification Program
(HTI-1 rulemaking)

Health care provider, health plan, or
recipients of financial assistance from
HHS using Al to support decision-making
in covered health programs and activilies

Who Must Comply?

Manufacturer of device software functions
(e.g., Al-enabled software that meets the
definition of medical device)

What Must Be Done?

Developers of certified health IT that
supply a predictive DSI as part of its
Health IT Module

Not use clinical algorithms in
discriminatory ways (proposed rule)

Receive FDA-approval for demonstrating
the device software function's safety and
effectiveness

Enable user access to predictive DSI
performance information, apply risk
management practices, keep information
and practices up-to-date
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Coalition for Health Al (CHAI)

Founding Coalition Members

Berkeley

Duke Health

* Johns Hopkins University

«  MITRE

 Mayo Clinic

e Stanford Medicine

* University of California San Francisco

Industry Members

Change Healthcare

— \@“MS e,
The Office of the National Coordinator} : _(c

Health Information Technology »ph

U.S. Federal Observers

Google

Microsoft

SAS

‘ez CHAL

« U.S. Food and Drug Administration (FDA)

«  Office of the National Coordinator for Health
Information Technology (ONC)

« National Institutes of Health (NIH)

*  White House Office of Science and
Technology Policy

Providing guidelines
for the responsible

B® Coalitionfor Health Al  use of Al in healthcare



https://www.changehealthcare.com/
https://www.google.com/
https://www.microsoft.com/
https://www.sas.com/
https://www.berkeley.edu/
https://www.dukehealth.org/
https://www.jhu.edu/
https://www.mitre.org/
https://www.mayoclinic.org/
https://med.stanford.edu/
https://www.ucsf.edu/
https://www.fda.gov/
https://www.healthit.gov/
https://www.healthit.gov/
https://www.nih.gov/
https://www.whitehouse.gov/ostp/
https://www.whitehouse.gov/ostp/

Guiding Principles to Address the Impact of Algorithm Bias on
Racial and Ethnic Disparities in Health and HealthCare

JAMA Network Open, December 13, 2023 (link)

Figure. Conceptual Framework for Applying Guiding Principles to Mitigate and Prevent Bias Across an Algorithm's Life Cycle

,/////////

Guiding principle 1
Promote health and health care
equity during all phases of the
health care algorithm life cycle

Phase 5

Algorithm monitering,

7.

Guiding principle 2
Ensure health care algorithms
and their use are transparent

and explainable

Phase 2
Data selection,
assessment, and /
management /
7

Guiding principle 3
Authentically engage patients
and communities during all
phases of the health care
algorithm life cycle, and earn
trustworthiness

racism and
Guiding principle 4 discrimination
Explicitly identify health care /// -
algorithmic fairness issues
and trade-offs

Phase 1
Problem
formulation

maintenance, updating, Health and
or deimplementation health care equity
for patients and
communities

Guiding principle 5
Establish accountability for
equity and fairness in outcomes
from health care algorithms

Phase 4
Deployment and
integration of algorithms
in intended
settings

Phase 3
Algorithm
development, training,
and validation

Guiding principles apply at each phase to mitigate and prevent bias in an algorithm.
Operationalization of the principles takes place at 3 levels: individual, institutional, and societal.

This conceptual frameworlk builds on a National Academy of Medicine'® algarithm life cycle framework adapted by Roski et al.™

[EJ JAMA Network Open. 2023;6(12):e2345050. doi:10.1001/jamanetworkopen.2023.45050 December 15, 2023



https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2812958?utm_campaign=articlePDF&utm_medium=articlePDFlink&utm_source=articlePDF&utm_content=jamanetworkopen.2023.45050
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2812958?utm_campaign=articlePDF&utm_medium=articlePDFlink&utm_source=articlePDF&utm_content=jamanetworkopen.2023.45050
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An

inclusive

framing of how to
address challenges

FAVES is our quality
framework describing the
characteristics of “high-
quality” algorithms and
communicates how we
may get the best out of
predictive models in
health care.

Fair (unbiased, equitable)

Model does not exhibit biased performance, prejudice or
favoritism toward an individual or group based on their inherent
or acquired characteristics. The impact of using the model is
similar across same or different populations or groups.

Apprnpriate
Model is well matched to specific contexts and populations to
which it is applied.

Valid

Model has been shown to estimate targeted values accurately
and as expected in both internal and external data.

Effective

Model has demonstrated benefit and significant results in real-
world conditions.

Safe

Model use has probable benefits that outweigh any probable risk.



Transparency Is a Prerequisite for Trustworthy Al

Data
Transparency

Data Transparency

Requirements enable users to

know when a DSI| uses

specific data elements relevant

to health equity

@

Performance
Transparency

Performance Transparency

Enable users to have consistent and
routine electronic access to technical,
and performance information on

Predictive DSls

+_

Organizational
Transparency

_@

-

Trustworthy &
High Quality
Predictive DSls
(FAVES)

\

Organizational Transparency

Requirement for Certified Health IT
developers to apply intervention risk
management for each Predictive

DSl they supply as part of their

Health IT Module
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HTI-1 Final Rule

Health Data, Technology, and Interoperability (HTI-1): Certification
Program Updates, Algorithm Transparency, and Information Sharing

Algorithm Transparency:

*  Establishes first of its kind transparency requirements for the artificial intelligence (Al) and other predictive algorithms that are part of certified health IT.

*  ONC-certified health IT supports the care delivered by more than 96% of hospitals and 78% of office-based physicians around the country.

*  HHS’ leading-edge regulatory approach will promote responsible Al and make it possible for clinical users to access a consistent, baseline set of information about
the algorithms they use to support their decision making and to assess such algorithms for fairness, appropriateness, validity, effectiveness, and safety.

Key Dates

* December 31, 2024: Health IT developers will need to update health IT currently certified to the CDS
criterion (170.315(a)(9)) to meet the DSI criterion’s requirements and provide the updated certified
health IT to customers by December 31, 2024.

»  Starting January 1, 2025:

o Developers with health IT certified to the DSI criterion must comply with the associated
maintenance of certification requirement adopted at 170.402(b)(4).

o The DSl criterion will become the criterion required for health care providers to have health IT
that continues to meet the Base EHR definition and thus be in a position to have “Certified EHR
Technology” for the purposes of certain Centers for Medicare & Medicaid Services programs.

HTI-1 Final Rule Decision Support Interventions
Information Session

* Presentation Slides [PDF- 883 KB]

* View Recording

Fact Sheets on the Final Rule
* Decision Support Interventions and Predictive
Models Fact Sheet [PDF - 281 KB]



https://www.healthit.gov/topic/laws-regulation-and-policy/health-data-technology-and-interoperability-certification-program
https://www.healthit.gov/topic/laws-regulation-and-policy/health-data-technology-and-interoperability-certification-program
https://www.healthit.gov/sites/default/files/page/2024-01/DSI_HTI1%20Final%20Rule%20Presentation_508.pdf
https://www.youtube.com/watch?v=U7O67-rUw2c
https://www.healthit.gov/sites/default/files/page/2023-12/HTI-1_DSI_fact%20sheet_508.pdf
https://www.healthit.gov/sites/default/files/page/2023-12/HTI-1_DSI_fact%20sheet_508.pdf
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Details and output
of the intervention

Intervention

development details
and input features

Quantitative
measures of

performance

Purpose of the
intervention

Process used to
ensure fairness in

development of the
intervention

Ongoing maintenance
of intervention

implementation and
use

Final Source Attribute Categories for Predictive DSls

Cautioned Out-of-
Scope Use of the
intervention

External validation
process

Update and continued
validation or fairness
assessment schedule
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HITECH Act (3001(b)(10))

“Among many duties, the National Coordinator is tasked with promoting:
* ...a more effective marketplace

* greater competition
* greater systems analysis
* Increased consumer choice, and

* Improved outcomes in health care service”
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The Office of the National Coordinator for
Health Information Technology

The Health IT “Horizon”

To be prepared for the future, we need to keep an eye on;
« Emerging technology and trends
« Areas with a need for greater focus and coordination

« Potential risks or threats in the Health IT marketplace

“An ounce of action is worth a ton of theory.”
— Ralph Waldo Emerson

“The future depends on what you do today.”
— Mahatma Gandhi
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31 L . . Health Information Technology % S/é
Defining the Health IT Innovation Community

1. Early adopters who implement and test emerging technology and novel
approaches

2. Entrepreneurs and developers who build new technology and bring it to
market

3. Investors who financially support the builders and implementers of new
technology and novel approaches

4. Incubators, accelerators, bootcamps, associations and membership
networks that support any of the above 3 types of innovation stakeholder
categories
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Innovation Spectrum Support Stages

« ldeation Support
(stage 1)

 Development Support
(stage 2)

I —

NSERVICy
B \‘fsﬁ ’ “
\ %
The Office of the National Coordinator for % _/
%, C
(‘9[’?/3(1

Health Information Technology

* Deployment Support
(stage 3)

Purposes:

- Commercialization

- Market penetration

- Implementation / utilization

Examples:

- Public / private partnerships
- Connections to capital /
investment

- Matchmaking / surfacing
promising solutions

- Alignment with contracting
opportunities

- Policy levers / incentives

Open Data
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Public Private Partnerships

CO-HOSTED BY

CANCER .o ki

DIGITAL
CANCER CENTER 3 MEDICINE

SOCIETY

A National Public Private Partnership Initiative to Accelerator the Pace of Innovation for Cancer

Pre-Competitive Evidence
Generation

Demonstration
Accelerator

Projects
A rolling series of multi-stakeholder This program will provide These implementation projects will
Initiatives will develop evidence, mentorship, education, and pilot novel, mission-aligned
best practices, toolkits, and value exposure to funding and clinical approaches to demonstrate their
models to drive the success of the partnership opportunities to a value and sustainability for scale to
mission. start-up cohort aligned with the drive broad adoption.
mission.

www.CancerX.health



http://www.cancerx.health/
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CancerX Membership
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170+ members strong and growing!
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Office of the National Coordinator
for Health Information Technology

Email: Stephen.Konyva@hhs.qov

\. Phone: 202-690-7151

¥y Health IT Feedback Form:
https://www.healthit.gov/form/
healthit-feedback-form

YW Twitter: @onc healthlT

M LinkedIn: Office of the National Coordinator for
Health Information Technology

@& Youtube:
https://www.youtube.com/user/HHSONC

Subscribe to our weekly eblast

Healtth-g°V at healthit.gov for the latest updates!
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