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Introduction

The Department of Health and Human Services (HHS) has taken another signific
step forward in advancing nationwide health information exchange with the rele
the Health Data, Technology, and Interoperability: Patient Engagement, Informs
Sharing, and Public Health Interoperability final rule (HTI-2). This rule, publish
December 2024, represents a focused effort to establish clear regulatory framew
around the Trusted Exchange Framework and Common Agreement (TEFCA) wh
also implementing select administrative updates to existing health IT certificatic

criteria.

The HTI-2 final rule specifically addres:
three key areas:

1. Implementation of regulatory provisions related to TEFCA, including

requirements for Qualified Health Information Networks (QHINS)
2. Administrative updates to the ONC Health IT Certification Program

3. Modifications to information blocking regulations specifically related to TE

This essay provides a comprehensive analysis of the final rule, examining its
implications for healthcare organizations, technology vendors, and ultimately pe

care. We'll explore how these regulations aim to advance interoperability while



establishing governance frameworks that promote security, privacy, and trust in

health information exchange.

TEFCA Framework and Regulatory
Implementation

The centerpiece of the HTI-2 final rule is the establishment of regulatory provis
around TEFCA implementation. TEFCA represents a critical initiative to create
universal floor for interoperability across the country through a network-of-nety
approach. The final rule codifies key aspects of TEFCA governance while maint:

flexibility for the framework to evolve.

QHIN Requirements and Governance

The rule establishes comprehensive requirements for organizations seeking to b
QHINs, which serve as the backbone entities facilitating health information excl

under TEFCA. Key qualification requirements include:

Ownership and Control Requirements:

e Must be a U.S. Entity subject to U.S. jurisdiction
e Cannot be under foreign control
e Directors, officers, executives and 5%+ owners cannot be on restricted lists

e Must maintain principal place of business in the U.S.

Technical Exchange Capabilities:

e Ability to exchange information between multiple unaffiliated organization:
e (Capability to exchange all Required Information as defined in the framewor
e Must be actively exchanging information for at least one Exchange Purpose

e Ability to receive and respond to transactions from other QHINs



e Technical capacity to support high transaction volumes

Organizational Requirements:

® Maintain adequate organizational infrastructure and legal authority
e Have documented policies and procedures

e Support representative network governance

e Maintain privacy and security policies

e Have data breach response protocols

e Maintain adequate financial resources and personnel

The rule strikes a balance between establishing clear baseline requirements whi
allowing flexibility in how QHINSs specifically implement and maintain these
capabilities. This approach promotes innovation while ensuring QHINs can effe

facilitate secure nationwide exchange.

QHIN Application and Designation
Process

The final rule implements a structured process for QHIN application, review an

designation:

Application Requirements:

e Submission of completed QHIN application with supporting documentatior
e Signed copy of the Common Agreement
e Demonstration of meeting all qualification requirements

e Additional requirements if offering Individual Access Services

Review Process:

e Initial 30-day completeness review



e 60-day substantive review once application is complete
e Ability to request additional information from applicants

e (Clear timelines and notification requirements

Designation:

e Written determination of designation status
e 30-day period to demonstrate successful exchange with other QHINs
® Process for provisional designation and final designation
e Framework for maintaining designation status
The rule establishes clear procedures while maintaining appropriate flexibility f

review process to adapt based on specific circumstances. This creates predictabi

for applicants while ensuring thorough evaluation of candidates.

Suspension and Termination

To maintain the integrity of the TEFCA framework, the final rule establishes

processes for suspension and termination of QHINs:

Suspension Grounds:

e Responsibility for a Threat Condition
e Material breach of requirements
e Security incidents

e Other conditions risking network security

Suspension Process:
e Advance notice when possible
e Identification of specific issues

e Opportunity to respond



e Clear path to lifting suspension

Termination:

e Self-termination with 90 days notice
e Termination for uncured material breach
e Mutual agreement termination
e (Clear notice requirements
The rule creates appropriate guardrails while maintaining flexibility to address

various scenarios that may warrant suspension or termination. This promotes

accountability while protecting network integrity.

Appeals Process

A key addition in the final rule is the establishment of a formal appeals process -

QHIN application denials, suspensions, and terminations:

Appealable Actions:

e Denial of QHIN application
e Suspension decisions

e Termination determinations

Process Requirements:

e 15-day window to file notice of appeal
e 30 days to submit full appeal documentation
e De novo review by hearing officer
e (Clear procedural requirements
The appeals framework provides important due process protections while maint

efficient procedures. This promotes fairness while avoiding unnecessary delays i

addressing serious issues.



Administrative Updates to Health IT
Certification

Beyond the TEFCA provisions, the final rule implements several administrative

updates to the ONC Health IT Certification Program:

Removal of Legacy Terms:

e Eliminates "Complete EHR" references
e Removes "EHR Module" terminology

e Updates various certification framework provisions

Time-Limited Criteria:
e Removes expired certification criteria

e Updates privacy and security framework

e Streamlines certification requirements

These changes help modernize the certification program while reducing unnece:
regulatory burden. The updates align with current health IT capabilities and ma

realities.

Information Blocking Provisions

The final rule also includes targeted updates to information blocking regulation
specifically related to TEFCA:

TEFCA Definitions:

e Adds TEFCA-related terms to information blocking regulations
e Maintains alignment between frameworks

e Provides clarity on scope of requirements



TEFCA Exception:

® Maintains existing TEFCA Manner Exception
e Preserves application of Fees Exception
e Continues exclusion of FHIR API requests

These focused updates help integrate TEFCA into the broader information bloc

framework while maintaining appropriate limitations.

Impact Analysis

The HTI-2 final rule will have significant implications across the healthcare

ecosystem:

Benefits:

e C(Clearer regulatory framework for TEFCA implementation
e Enhanced privacy and security requirements

e Streamlined certification program

e Improved governance processes

e Greater predictability for organizations

Challenges:

e Implementation costs for QHINs

e Operational impacts of new requirements

e Need to update policies and procedures

e Potential network effects during adoption

® Resource requirements for smaller organizations

The rule aims to minimize burden while establishing necessary governance

frameworks. Organizations will need to carefully evaluate impacts on their speci



circumstances.

Implementation Timeline and Next Ste

The final rule establishes a measured implementation approach:

Effective Dates:

e 30 days after Federal Register publication for most provisions
e Specific timeframes for certain requirements

e Flexibility for organization-specific circumstances

Key Implementation Steps:

e QHIN application updates

e Policy and procedure revisions
e Technical capability validation
e Operational process updates

e Staff training and education

Organizations should begin evaluating requirements and planning implementat;

strategies based on their specific roles and circumstances.

Implications for Different Stakeholder
Groups

The impact of the final rule varies across different healthcare stakeholder group

Healthcare Providers:

e Potential for improved information access
® Need to evaluate TEFCA participation strategy

e Impact on existing exchange relationships



e Workflow considerations

e Cost-benefit analysis requirements

Technology Vendors:

e Product certification implications
e Development roadmap impacts

® Integration requirements

e Customer support needs

e Market opportunity evaluation

Health Information Networks:

e QHIN qualification assessment

e Business model implications

Technical architecture review

Policy framework updates

Partner relationship impacts

Payers:

e Data access opportunities

e Network participation strategy
e Cost implications

® Process integration needs

e Member service considerations

Public Health Agencies:

e Enhanced data access potential

e Integration requirements



e Resource implications
e Policy framework alignment
e Partner coordination needs

Each stakeholder group will need to carefully evaluate specific implications and

develop appropriate implementation strategies.

Security and Privacy Considerations

The final rule places significant emphasis on security and privacy protections:

Security Requirements:

e Comprehensive security frameworks
e Incident response protocols

e Audit capabilities

e Access controls

e Encryption requirements

Privacy Protections:

e Consent management

e Individual access controls

e Use limitation requirements

e Notice obligations

e Data minimization expectations

The rule establishes robust requirements while allowing flexibility in specific

implementation approaches.

Technical Standards and Implementati



While maintaining flexibility, the rule references key technical standards:

Exchange Patterns:

® Query-based exchange

e Message-based exchange
e FHIR-based exchange

e Document exchange

Standards Framework:

e HL7 standards

e Security protocols

e Identity management
e Directory services

e Record location

Organizations will need to evaluate technical capabilities against requirements ¥

planning for future evolution.

Future Considerations

Several areas warrant ongoing attention as implementation proceeds:

Evolution Opportunities:

e Standards advancement

e Use case expansion

e Technical capability growth
e Policy framework refinement

e Operational optimization



Potential Challenges:

e Network effect achievement
e Resource constraints

e Technical complexity

e Policy alignment

e Market dynamics

Regular evaluation of progress and challenges will help inform future refinemen

Recommendations for Organizations

Based on the final rule requirements, organizations should consider several key

actions:

Strategic Planning:

e Evaluate specific implications
® Assess participation approach
e Review resource requirements
e Develop implementation roadmap

e Establish metrics framework

Technical Review:

e Analyze current capabilities

e Identify gaps versus requirements
® Plan necessary updates

e Review integration needs

e Evaluate security controls

Policy Updates:



® Review existing frameworks
e Identify required changes

e Update documentation

e Implement new procedures

e Train staff on updates

Partner Engagement:

e Evaluate existing relationships

e Review agreement updates

Discuss implementation approach

Coordinate timelines

Establish ongoing communication

Resource Planning:

e Assess staff needs

e Evaluate technology requirements
e Review budget implications

e Consider external support

e Plan ongoing maintenance

A structured approach to evaluation and planning will support successful

implementation.

Conclusion

The HTI-2 final rule represents an important step forward in establishing gover:
frameworks for nationwide health information exchange through TEFCA. The
focused approach to regulatory implementation provides important clarity while

maintaining appropriate flexibility for evolution.



Key success factors will include:

e Careful evaluation of specific organizational implications

Structured approach to implementation planning

Appropriate resource allocation

Effective stakeholder engagement

Regular progress assessment

As implementation proceeds, ongoing attention to both opportunities and challe
will help inform future refinements to advance nationwide interoperability whil

appropriately protecting privacy and security.

The healthcare industry now has clearer frameworks for advancing data exchang
while maintaining appropriate protections. Organizations should begin evaluati
specific implications while developing structured implementation approaches al

with their circumstances and objectives.

Continuous assessment of progress and challenges will help identify opportunit
optimization while maintaining focus on the ultimate goal of improving care del
through enhanced information sharing. The HTI-2 final rule provides important
foundations for achieving this objective through establishment of governance

frameworks that promote security, privacy and trust in health information exche
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