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HITECH Act

“To Err is 

Human”

MU Stage 1 MU Stage 2

MU Stage 3

21st Century Cures Act

21st Century 

Digital Health 

Care System

AI





ONC > ASTP
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ONC

OTECH

ONC is now the Assistant Secretary for Technology Policy

ASTP

OCOO OPOL OSCA OCTO

OCDO OCAIO
Digi 

Svces

• Consolidates and focuses management resources within the 
Secretary’s office

• Establishes HHS focus on technology innovation as a key 
mission priority and enabler

• Formalizes department-level and cross-agency work that ONC 
has already been doing

• Builds on well-established ONC coordination, technical, policy, 
and regulatory chassis



Information 

Blocking
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Steady stream of information blocking complaints

83% of complaints by or on behalf of patients 81% of complaints against providers

• 1143 complaints passed to OIG as of 11/30/2024

• About 1 every business day
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Information Blocking Regulatory Framework Now in Place

Cures Act 
Final Rule 

 Apr 2021

OIG Enforcement 
Rule 

Sep 2023

Appropriate 
Disincentives 

Rule 

Jun 2024 Provider

• Doesn’t publish service base URLs

• Doesn’t provide same day access to EHI where available

• Doesn’t allow patients to transmit EHI to 3rd party

• Restricts API to patient access and not B2B

• Imposes false regulatory hurdles such as BAA for patient-

authorized app

Certified health IT developer

• API documentation not available or unsusable

• 3rd party apps closed out by onerous fees, contracts, IP 

requirements

• Provider endpoints not accessible to 3rd party apps

• Failure to respond to API access requests



FHIR®



1. Interoperability → Interactivity

2. HTI-2 NPRM: Broaden and Deepen FHIR 

Adoption

3. FHIR API integration with network shared 

services (e.g., patient and endpoint look-

up)

4. Speak up for patients:

• SMART Health Links

• Scheduling

• Imaging

2021

2022

2024

2024



TEFCA
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TEFCA Go-Live
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Designated QHINs as of October 2024

+
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TEFCA Framework Addressing Growing Market Needs for Trust and Scale

Multiple Policy Releases:

• Treatment Required Response

• Delegates

• Health Care Operations

• Public Health

• Governance, Security, Cooperation

• SSRAA (dynamic client registration)

• Required response to patient-initiated 

FHIR/OAuth queries

April 2024 July-August 2024

November 2024
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Treatment

• “Optional” exchange

Health Care Operations

• Launching 10x10 Payer-Provider TEFCA sprints for 

exchange of clinical and claims data – multiple efforts 

being launched

Individual access

• Patient notification of record exchange

• Individual access enhancement to support technology-

only apps

• Adoption of secure, portable, verifiable patient identity 

and governance for TEFCA-wide trust

Federal partners: SSA, VHA, FDA, CMS (CMMI), NIH

TEFCA Implementation Updates and Roadmap

Transactions (thru Aug 2024)

• Patient searches: 486,415,622*

• Document queries: 4,906,280

• Document retrieve: 2,592,841

TEFCA live participants (thru Q2 2024)**

• Total directory entries: 10,385

• Hospitals: 439

• Physician offices: 5,255

• Mental health centers: 58

• LTPAC: 150

• Public health agencies: 37

• Individual clinicians: 116,505

• Payers: 0

*Patient searches go to all QHINs

**Number of available facility endpoints as defined by 

Participants



Health AI
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ACA Section 1557: Non-

Discrimination in Health 

Programs and Activities

HTI-1 Rule: Algorithm Transparency

Core Infrastructure Health Care Products Health Care Uses

National AI Research Resource

US AI Safety Institute

Health AI Regulation and Collaboration
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Starting Jan 1, 2025: EHR Vendors Required to Provide “Nutrition Label” 

for AI-based Technologies Offered in their Products

• Establishes transparency 

to Providers to empower 

local AI governance

•  Complements FDA 

device regulations

• Motivates market to 

FAVES principles

• Fair

• Accurate

• Valid

• Effective

• Safe
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HHS has significant AI equities across the value chain
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1. Encourage health AI innovation and adoption

2. Promote trustworthy AI development and use

3. Democratize AI technologies and resources

4. Cultivate AI-empowered workforces and 

organization cultures

HHS AI Strategic Plan

Main Policy Objectives

• Regulations, policies, and guidance

• Grants and funding programs and procurement

• Public education and outreach

• Internal infrastructure and operations

Key Policy Levers

Research & 
Discovery

Medical Product 
Safety, Efficacy, 

and Performance 

Health Care 
Delivery

Public Health
Human Services 

Delivery

Internal Operations     |    Ethical and Responsible Use     |    Cybersecurity and Critical Infrastructure   |     Healthcare Safety
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