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Introduction

The United States (U.S.) Department of Health and Human Services (HHS) Office of the National Coordinator
for Health IT (ONC) developed the 2026 Pediatric Health Information Technology: Developer Informational
Resource (2026 Pediatric Health IT IR), to help advance interoperable health IT across the care continuum and
promote the availability of certified health IT for pediatric clinicians and settings. The 2026 Pediatric Health IT IR
updates the 2020 Pediatric Health Information Technology: Developer Informational Resource and incorporates

the evolving pediatric health IT landscape, along with changes in regulations, policies, standards, and
certification requirements.

PURPOSE AND METHODOLOGY

The 2026 Pediatric Health IT IR provides technical and implementation guidance for developers of health IT
products used by pediatric clinicians, benefiting developers and pediatric clinicians. Updates in the 2026
Pediatric Health IT IR include health IT developments for biometric-specific norms for growth curves, weight-
based drug dosages, documentation of all guardians and caregivers, segmented access to sensitive
information, synchronization of immunization histories with immunization information systems (lIS), age- and
weight-specific single-dose range checking, transferrable access authority, associating maternal health
information with neonatal health, tracking incomplete preventive care opportunities, and addressing special
health care needs. In the 2026 Pediatric Health IT IR, the term patient is also used to refer to pediatric patients.

To inform this update, ONC enlisted expert pediatric and health IT consultation, conducted technical analyses of
health IT standards and resources, reviewed evidence-based literature, and incorporated national policies and
priorities. The 2026 Pediatric Health IT IR incorporates relevant changes under the ONC Health IT Certification
Program (Certification Program), relevant health IT legislation and regulations, and updated versions of United
States Core Data for Interoperability (USCDI) and United States Core Data for Interoperability Plus (USCDI+).
The 2026 Pediatric Health IT IR includes supplemental technical resources and other tools addressing
standards gaps or demonstrating real-world implementation of recommendations.

CONSIDERATIONS

The 2026 Pediatric Health IT IR includes recommendations for priority functionalities and features of health IT
products and electronic health records (EHRSs), and standards identified by pediatric health IT experts as critical
to delivering safe and quality care for children. Developers could incorporate these recommendations for better
compliance with requirements when building and implementing health IT products for pediatric care.

Alignment with Health IT Certification Updates

To support compliance with evolving federal requirements, updates from the Certification Program and related
final rules are included in the 2026 Pediatric Health IT IR. The_ 21st Century Cures Act: Interoperability,



https://www.healthit.gov/sites/default/files/page/2020-12/Pediatric_HealthIT_Developer_IR_Print_508.pdf
https://www.healthit.gov/topic/certification-ehrs/certification-health-it
https://www.healthit.gov/topic/certification-ehrs/certification-health-it
https://www.healthit.gov/isp/united-states-core-data-interoperability-uscdi
https://www.healthit.gov/isp/united-states-core-data-interoperability-uscdi
https://uscdiplus.healthit.gov/uscdiplus
https://uscdiplus.healthit.gov/uscdiplus
https://uscdiplus.healthit.gov/uscdiplus
https://www.federalregister.gov/documents/2020/05/01/2020-07419/21st-century-cures-act-interoperability-information-blocking-and-the-onc-health-it-certification

Information Blocking, and the Office of the National Coordinator Health IT Certification Program final rule (Cures
Act final rule) published in May 2020, redefined how EHRs must function to improve patient data accessibility
and usability without compromising privacy or accuracy.

Since 2020, ONC has strengthened the Certification Program by updating technical and interoperability
standards, ONC-Authorized Certification Bodies (ONC-ACBs) requirements, and developer disclosure
obligations, ensuring transparency on system limitations and associated costs.

Final Rules Relevant to Pediatric Health IT

The following ONC regulations are relevant to developers and Pediatric Health IT:

e Health Data, Technology, and Interoperability: Certification Program Updates, Algorithm
Transparency, and Information Sharing (HTI-1) Final Rule (January 2024): Requires adoption
of USCDI v3, advanced algorithm transparency in health IT, amended information blocking
regulations, and revised Certification Program criteria.

e Health Data, Technology, and Interoperability: Trusted Exchange Framework and Common
Agreement (HTI-2) Final Rule (December 2024): Implements provisions of the Cures Act and
introduces new certification criteria, updated standards, and implementation specifications.

e Health Data, Technology, and Interoperability: Protecting Care Access (HTI-3) Final Rule
(December 2024): Finalizes updated information blocking provisions for increased
information sharing while protecting patient privacy.

e Health Data, Technology, and Interoperability: Electronic Prescribing, Real-Time Prescription
Benefit and Electronic Prior Authorization (HTI-4) Final Rule (October 2025): Requires
updated electronic prescribing (e-prescribing) and real-time benefit standards and Health
Level Seven® (HL7®) International Fast Healthcare Interoperability Resources (FHIR®)-
based prior authorization to streamline workflows and improve patient access.

Core Standards and Technical Criteria

Developers may track updates to USCDI versions, USCDI+ domains, and FHIR-based application programming
interfaces (API). Updates replace earlier Common Clinical Data Set (CCDS) criteria from the 2020 Pediatric
Health Information Technology: Developer Informational Resource. New versions of USCDI introduce important
data elements for pediatric care, including Unique Device |dentifier (UDI) for non-implantable devices and
Family Health History to better track hereditary risks. At a minimum, developers may need to be consistent with
USCDI versions included in the most recently published ONC final rules.

Revisions to Certification Program criteria incorporate the unique needs of pediatric care, including patient
consent and privacy, data exchange, and interoperability across treating clinicians. Significant revisions include
security tags for the summary of care for pediatric patients, updates to Clinical Quality Measures (CQMs)
relevant to pediatric care, and adjustments to protocols on digital application or platform access for guardians or



https://www.federalregister.gov/documents/2020/05/01/2020-07419/21st-century-cures-act-interoperability-information-blocking-and-the-onc-health-it-certification
https://www.healthit.gov/topic/certification-ehrs/onc-authorized-certification-bodies-onc-acbs
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/isp/united-states-core-data-interoperability-uscdi
https://www.healthit.gov/topic/laws-regulation-and-policy/health-data-technology-and-interoperability-trusted-exchange
https://www.healthit.gov/topic/laws-regulation-and-policy/health-data-technology-and-interoperability-trusted-exchange
https://www.healthit.gov/topic/laws-regulation-and-policy/health-data-technology-and-interoperability-protecting-care-access
https://www.healthit.gov/topic/laws-regulation-and-policy/health-data-technology-and-interoperability-electronic-prescribing
https://www.healthit.gov/topic/laws-regulation-and-policy/health-data-technology-and-interoperability-electronic-prescribing
https://www.healthit.gov/isp/uscdi-data/unique-device-identifier-udi
https://www.healthit.gov/faq/what-are-clinical-quality-measures

caregivers of pediatric patients. New certified health IT criteria are introduced to support data sharing and
accessibility of electronic data for guardians or caregivers of pediatric patients, standardized export of pediatric
health data, API access for interoperable applications, and advancements in e-prescribing.

Developers may become familiar with the following technical resources incorporated throughout the
recommendations in the 2026 Pediatric Health IT IR:

e HL7 EHR-System FM R2.1 Functional Profile: Pediatric Health Care IT, Release 1 - US
Realm (HL7 EHR-S FP: Pediatric Care Health IT, R1): HL7 EHR-S FP: Pediatric Care Health
IT, R1 replaces earlier pediatric-specific requirements from the Children’s EHR format
referenced in the 2020 Pediatric Health Information Technology: Developer Informational
Resource. HL7 EHR-S FP: Pediatric Care Health IT, R1 outlines pediatric EHR functional
requirements, including conformance criteria for developmental screening, immunization
tracking, growth charting, and other core pediatric workflows. HL7 EHR-S FP: Pediatric Care
Health IT, R1 ensures systems are designed to meet a minimum set of pediatric data
standards and certification requirements, operating as a checklist for EHR development.

e HL7 EHR Child Health Functional Profile (CHFP), Release 1 (Child Health Profile): The Child
Health Profile outlines a comprehensive set of EHR functions, divided into the domains of
Care Provision, Administrative Support, and Trust Infrastructure, and supported by more than
1,000 conformance criteria and 160 functional listings. The Child Health Profile provides a
consistent, user-perspective framework for expressing EHR capabilities, serving as a
foundation for developing pediatric functional profiles to guide system design, certification,
and interoperability.

e Pediatric Health IT Certification: The Drummond Group formally established a voluntary
program in 2022 with testable criteria aligned to the 2020 Pediatric Health Information
Technology: Developer Information Resource, ONC guidance, and relevant HL7 standards.
The program supports implementation of evidence-based practices in pediatric care and
provides developers with clear guidance on functionalities essential to pediatric clinicians.
The program focuses on pediatric priorities, including weight-based medication dosing,
growth tracking, immunization management, caregiver and guardian access, and age-
appropriate privacy and consent controls. The program aligns with HL7 Pediatric Care Health
Information Technology (PCHIT) FP and HL7 EHR-S FP. Participation in the program helps
developers demonstrate their commitment to pediatric safety, usability, and interoperability.

e HL7 FHIR Implementation Guides (IGs) and Profiles (HL7 FHIR I1Gs): HL7 FHIR 1Gs and
profiles support many of the recommendations in the 2026 Pediatric Health IT IR. The HL7

FHIR International Birth And Child Model Implementation Guide is an example and it aims to
provide guidelines and support on the handling of fetus data in FHIR. When there is no IG
available, references are made to existing HL7 FHIR profiles or other existing specifications.
In cases where developers encounter gaps, they are encouraged to use existing, widely
adopted technologies.


https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=15
https://www.drummondgroup.com/services/pediatric-ehr-certification/
https://www.fhir.org/guides/registry/
https://hl7.org/fhir/uv/ibcm/2024Sep/

Certification Expectations for Developers

Developers are expected to support electronic health information (EHI) export, enable interoperability across
multiple digital platforms, and align with ONC guidance on information blocking. Beyond compliance, these
expectations aim to ensure developers can build viable and competitive products in a regulated market. Since
2024, ONC has actively enforced compliance for information sharing and Certification Program requirements
through the Cures Act, including penalties for information blocking and non-certified APl use. Compliance and
alignment with Certification Program requirements are essential for developing viable, market-ready products.

To remain standards conformant and responsive to pediatric care needs, regular actions developers could take
include:

e Monitoring yearly updates to USCDI, USCDI+, HL7 FHIR-based specifications, and Clinical
Document Architecture (CDA®).

e Aligning product functionality with the latest Certification Program criteria.

e Implementing transparent algorithmic decision-making features.

e Building capabilities supporting real-time information access and secure data exchange.

e Designing health IT products for caregiver and guardian access, patient privacy, and
continuity of care.

HOW TO USE THIS RESOURCE

The pediatric health IT landscape is evolving to include certified and non-certified pediatric EHRs, information
systems, and digital applications. The 2026 Pediatric Health IT IR provides recommendations for developers
building health IT products to support pediatric care. Each recommendation is organized into structured sections
aligning with relevant criteria, standards, and implementation guidance.

e Recommendation Title

¢ Description: Includes supporting details for each recommendation.

e ONC Health IT Certification Program Criteria and Standards Alignment: References
Certification Program criteria and relevant standards supporting or relating to a
recommendation.

¢ Implementation Resources: References the HL7 functional domain profile requirements
and technical standards supporting or relating to a recommendation.

e Other Technical Resources and Tools: References existing implementations or pilots,
technical papers, or applications supporting or relating to a recommendation.

e Other Considerations: Includes additional technical, clinical, or financial information for
developers’ consideration.



LIMITATIONS

Updates to the 2026 Pediatric Health IT IR incorporate advancements in pediatric clinical practice and health IT
since 2020. While the 2026 Pediatric Health IT IR offers a foundational reference for developers, it is a starting
point. Health IT products for pediatric care and practice settings should be regularly updated to reflect evolving
regulatory requirements, standards version advancement, and innovation in health IT and EHR functionality and
design.

Requirements for artifacts, guidelines, and practices are dynamic and subject to change. Developers may
enable dynamic creation and maintenance of artifacts by relying on configurable definitions (e.g., artifacts
defined in the HL7 FHIR Clinical Reasoning module) and building for flexibility to update and reconfigure rather
than “hard-code” logic requiring a reprogramming for updates. Developers may leverage other integrations for
additional assistance, including clinical decision support (CDS) invocations, through summary and aggregate
views, patient-specific alerts, and recommendations.

ONC encourages developers to seek expert advice from accredited pediatric organizations, board-certified
pediatric clinicians, and other pediatric health IT experts when evaluating how to implement recommendations in
the 2026 Pediatric Health IT IR. The 2026 Pediatric Health IT IR does not serve as legal or medical advice nor
provide recommendations for a clinician’s or professional’s circumstances based on federal, state, or local laws,
and developers may need to seek expert advice to ensure compliance.


https://build.fhir.org/clinicalreasoning-module.html

Recommendations

RECOMMENDATION 1: USE BIOMETRIC-SPECIFIC NORMS
FOR GROWTH CURVES AND SUPPORT GROWTH CHARTS
FOR CHILDREN

Description

Age-and sex-specific weight, height, length, head occipital-frontal circumference, and body mass index (BMI)
percentile measurements are important elements to include in EHRs, so pediatric clinicians can assess normal

growth, changes in growth patterns, and problems with growth and development, including obesity, failure to
thrive, and hormone disorders. Developers could include user-friendly longitudinal displays in EHRs to
automatically assess growth patterns and identify departures from normal velocity over time. Incorporating
condition-specific growth charts (e.g., Down syndrome) in an EHR facilitates care for children with those

conditions.

ONC Health IT Certification Program Criteria and Standards Alignment

Criteria Section Regulatory Standards Version Other Key
Standard Advancement Standards
Process Approved
Standard
Decision support  § 170.315 (b)(11) United States Core United States Core HL7® FHIR®
interventions Data for Data for Clinical Decision
Interoperability Interoperability Support (CDS)
(USCDI), Version 3 (USCDI), Version 3.1  Hooks
(October 2022 (June 2025) Implementation
Errata) Guide STU 2
(March 2025)

United States Core
Data for
Interoperability
(USCDI), Version 5
(March 2025 Errata)



https://www.healthit.gov/test-method/decision-support-interventions
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/

Criteria

Patient
demographics
and observations

Application
access - all data
request

Section Regulatory Standards Version Other Key
Standard Advancement Standards
Process Approved
Standard
§ 170.315(a)(5) The Office of United States Core
Management and Data for
Budget Standards Interoperability
for Maintaining, (USCDI), Version 3.1

§ 170.315(9)(9)

Collecting, and
Presenting Federal

Data on Race and
Ethnicity, Statistical
Policy Directive No.
15, as revised
October 30, 1997

CDC Race and
Ethnicity Code Set
Version 1.2 (July 8,

2021)

Request for
Comment (RFC)
5646, “Tags for
Identifying

Languages”,
September 2009

United States Core

(June 2025)

United States Core
Data for
Interoperability
(USCDI), Version 5
(March 2025 Errata)

United States Core

Data for

Interoperability
(USCDI), Version 3

Data for

Interoperability
(USCDI), Version 3.1

(October 2022 (June 2025)
Errata)

United States Core
HL7® Data for
Implementation Interoperability
Guide for CDA® (USCDI), Version 5
Release 2: (March 2025 Errata)

Consolidated CDA®



https://www.healthit.gov/test-method/demographics
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://www.cdc.gov/phin/resources/vocabulary/documents/PH_RaceAndEthnicity_CDC_v1.2.xlsx
https://www.cdc.gov/phin/resources/vocabulary/documents/PH_RaceAndEthnicity_CDC_v1.2.xlsx
https://www.cdc.gov/phin/resources/vocabulary/documents/PH_RaceAndEthnicity_CDC_v1.2.xlsx
https://www.cdc.gov/phin/resources/vocabulary/documents/PH_RaceAndEthnicity_CDC_v1.2.xlsx
http://www.rfc-editor.org/info/rfc5646
http://www.rfc-editor.org/info/rfc5646
http://www.rfc-editor.org/info/rfc5646
http://www.rfc-editor.org/info/rfc5646
http://www.rfc-editor.org/info/rfc5646
http://www.rfc-editor.org/info/rfc5646
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/test-method/application-access-all-data-request
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf

Criteria

Standardized API
for patient and
population
services

Section

§ 170.315(9)(10)

Regulatory
Standard

Template (C-
CDA) for Clinical

Standards Version
Advancement
Process Approved
Standard

HL7® Consolidated
CDA® (C-CDA) 4.0.0

Notes (US Realm),

—STU 4 (US Realm)

Draft Standard for

(June 2025)

Trial Use, August
2015, June 2019

(with Errata)

HL7® CDA® R2
Implementation
Guide: C-CDA
Templates for
Clinical NotesSTU
Companion Guide,
Release 4.1 - US
Realm (June 2023)

HL7® Version 4.0.1

HL7® FHIR® US

FHIR® Release 4

Core Implementation

HL7® FHIR® US
Core

Implementation
Guide STU 6.1.0

Guide STU 8.0.0
(June 2025)

United States Core
Data for

(June 2023)

United States Core
Data for

Interoperability
(USCDI), Version 3

Interoperability
(USCDI), Version 3.1

(June 2025)

United States Core
Data for

(October 2022
Errata)

HL7® FHIR® Bulk
Data Access (Flat

Interoperability
(USCDI), Version 5

(March 2025 Errata)

HL7® FHIR® Bulk

Data Access (Flat

Other Key
Standards


https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://www.healthit.gov/test-method/standardized-api-patient-and-population-services
http://hl7.org/fhir/directory.html
http://hl7.org/fhir/directory.html
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/

Criteria

Clinical quality
measures report

Section

§ 170.315(c)(3)

Regulatory
Standard

FHIR®) (V1.0.0:STU

Standards Version
Advancement
Process Approved
Standard

FHIR®) (v2.0.0: STU

N

HL7® SMART App

2)

HL7® FHIR® US

Launch

Implementation
Guide Release 2.0.0

Core Implementation
Guide STU 7.0.0,
May 2024

OpenlD Connect

HL7 FHIR® US Core

Core 1.0
incorporating errata

Implementation
Guide STU 8.0.0

set1

CMS

Implementation
Guide for Quality

2025 CMS QRDA |

Implementation
Guide for Hospital

Reporting Document

Quality Reporting;

Architecture
(QRDA): Category [;

Implementation
Guide for 2025,

Hospital Qualit

Version 1.1 (May

Reporting; 2025)

Implementation

Guide for 2020

. 2025 CMS QRDA 1l

Version 1.1 ol -
Implementation

(December 2019) - ] men allo-n
Guide for Eligible
Clinicians;

CMS Implementation

Implementation Guide for 2025

Guide for Quality Version 1.1

Reporting Document (December 2024)

Architecture
(QRDA): Category
[II; Eligible Clinicians
and Eligible
Professionals

Programs;

Other Key
Standards


https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://www.healthit.gov/test-method/clinical-quality-measures-cqms-report
https://www.healthit.gov/test-method/clinical-quality-measures-cqms-report
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf
https://ecqi.healthit.gov/sites/default/files/2025-CMS-QRDA-III-EC-IG-v1.1.pdf

Criteria

Section

Regulatory Standards Version Other Key

Standard Advancement Standards
Process Approved
Standard

Implementation

Guide for 2020

Version 1.2.1 (April

2020)

Implementation Resources

Resource

HL7® EHR-System
Functional Model

Release 2.1
Functional Profile:
Pediatric Health Care

IT Release 1 -US
Realm

HL7® FHIR®
Resource Profile:

Vital Signs Panel

HL7® FHIR® US
Core Pediatric BMI
for Age Observation
Profile

HL7® FHIR® US
Core Pediatric
Weight for Height
Observation Profile

Description

This specification defines the functions and conformance criteria an EHR must meet
to support pediatric developmental screening, follow-up, and related care processes.
This specification aligns with established practices and provides standards essential
for capturing, reporting, and exchanging developmental screening data. This profile
can be implemented in conjunction with other HL7 standards (e.g., FHIR, CDA) to
enhance interoperability and ensure pediatric-specific requirements are met.

This specification includes pediatric vital signs with qualifying elements (e.g., heart
rate, respiratory rate, blood pressure, temperature, oxygen saturation, height,
weight, and head circumference). Developers may note the head circumference for
children under three years of age, the BMI percentile by age and sex for patients
from two through 20 years old, the weight-for-age by length and sex for children
under three years of age, and the reference range or growth curve, as appropriate.

This specification sets minimum expectations to record, search, and retrieve BMI
percentile by age and sex for patients from two through 20 years old. This profile
requires the use of standardized codes, including Logical Observation Identifiers
Names and Codes (LOINC®) for observation, and Unified Code for Units of Measure
(UCUM) for units of measure.

This specification sets minimum expectations for the observation resource to record,
search for, and retrieve pediatric weight-for-length per age and sex. This profile
requires the use of standardized codes for patients from two through 20 years old,
including LOINC for observation, and UCUM for units of measure.


https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://ecqi.healthit.gov/sites/default/files/2020-CMS-QRDA-III-Eligible-Clinicians-and-EP-IG-v1.2.1-508.pdf
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
http://hl7.org/fhir/us/vitals/StructureDefinition-vital-signs-panel.html
http://hl7.org/fhir/us/vitals/StructureDefinition-vital-signs-panel.html
http://hl7.org/fhir/us/vitals/StructureDefinition-vital-signs-panel.html
http://hl7.org/fhir/us/vitals/StructureDefinition-vital-signs-panel.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-bmi-for-age.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-bmi-for-age.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-bmi-for-age.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-bmi-for-age.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-bmi-for-age.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-weight-for-height.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-weight-for-height.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-weight-for-height.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-weight-for-height.html

Other Technical Resources and Tools

Resource/Tool

Centers for Disease
Control and
Prevention (CDC)
Growth Charts

World Health
Organization (WHO)
Growth Charts

CDC Specific Growth
Chart for Children
with Down Syndrome

Statistical Analysis
System (SAS)
Program for CDC
Growth Charts

SMART Pediatric
Growth Chart

Application

Pediatric Health IT
Certification

Description

CDC growth charts include a series of percentile curves illustrating the distribution of
body measurements in children and provide guidance on overall clinical impressions
for assessing children but may not be used as the sole diagnostic tool. The CDC
growth charts may be used continuously for patients from two through 20 years old.

CDC and the American Academy of Pediatrics (AAP) provide guidance on the use of
WHO growth charts for U.S. patients from birth to two years old. These growth
charts are comprehensively used by pediatric clinicians across practice settings to
support clinical decision making.

CDC condition-specific growth charts provide guidance for pediatric clinicians on
tracking the growth of children with Down syndrome.

The SAS program includes CDC's extended BMI-for-Age Growth Charts and
supports EHR integration, data tables, computer programs, and instructions for
calculating percentiles and z-scores available for patients from zero to less than 20
years old.

This application is FHIR compatible, providing a high-performance, low click
interface for visualizing a child’s growth over time. This application is designed to
integrate seamlessly with EHRs and enables pediatric clinicians to monitor growth
data using standardized formats.

The Drummond Group established a voluntary certification program for pediatric
products in 2022 with testable criteria aligned to ONC guidance and relevant HL7
standards. The program supports the implementation of evidence-based practices in
pediatric care and provides developers with clear guidance on functionalities
essential to pediatric clinicians.

Other Considerations

The following considerations could be of interest to developers and represent opportunities for future growth in
the implementation of the recommendation.

Technical

e Incorporate condition-specific growth charts (e.g., Down syndrome) using standardized,
computable formats to ensure interoperability and consistent rendering across EHRs.


https://www.cdc.gov/growthcharts/cdc-growth-charts.htm
https://www.cdc.gov/growthcharts/cdc-growth-charts.htm
https://www.cdc.gov/growthcharts/cdc-growth-charts.htm
https://www.cdc.gov/growthcharts/cdc-growth-charts.htm
https://www.cdc.gov/growthcharts/who-growth-charts.htm?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fgrowthcharts%2Fwho_charts.htm
https://www.cdc.gov/growthcharts/who-growth-charts.htm?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fgrowthcharts%2Fwho_charts.htm
https://www.cdc.gov/growthcharts/who-growth-charts.htm?CDC_AA_refVal=https%3A%2F%2Fwww.cdc.gov%2Fgrowthcharts%2Fwho_charts.htm
https://www.cdc.gov/birth-defects/hcp/down-syndrome-growth-charts/?CDC_AAref_Val=https://www.cdc.gov/ncbddd/birthdefects/downsyndrome/growth-charts.html?product_id=468
https://www.cdc.gov/birth-defects/hcp/down-syndrome-growth-charts/?CDC_AAref_Val=https://www.cdc.gov/ncbddd/birthdefects/downsyndrome/growth-charts.html?product_id=468
https://www.cdc.gov/birth-defects/hcp/down-syndrome-growth-charts/?CDC_AAref_Val=https://www.cdc.gov/ncbddd/birthdefects/downsyndrome/growth-charts.html?product_id=468
https://www.cdc.gov/growth-chart-training/hcp/computer-programs/sas.html
https://www.cdc.gov/growth-chart-training/hcp/computer-programs/sas.html
https://www.cdc.gov/growth-chart-training/hcp/computer-programs/sas.html
https://www.cdc.gov/growth-chart-training/hcp/computer-programs/sas.html
https://gallery.smarthealthit.org/app/growth-chart
https://gallery.smarthealthit.org/app/growth-chart
https://gallery.smarthealthit.org/app/growth-chart
https://www.drummondgroup.com/services/pediatric-ehr-certification/
https://www.drummondgroup.com/services/pediatric-ehr-certification/

e Develop and harmonize machine-readable logic for growth chart calculations based on
authoritative sources (e.g., CDC specialty guidelines) to enable updates without code
rewrites.

e Use of United States Core Data for Interoperability (USCDI), Version 3 (October 2022
Errata) noted in the above table, with standardized codes to ensure calculation accuracy.
Relevant United States Core Data for Interoperability (USCDI), Version 3 (October 2022
Errata) data elements include BMI percentile for patients from two to 20 years old, weight-for-
length percentile for patients from birth to 24 months, and head occipital-frontal
circumference percentile for patients from birth to 36 months.

e Leverage FHIR CDS hooks to trigger alerts for abnormal growth patterns, incorporating
longitudinal velocity assessments and syndrome-specific thresholds.



https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf

RECOMMENDATION 2: COMPUTE WEIGHT-BASED DRUG

DOSAGE

Description

Accurate calculation of weight-based drug dosage is essential for the efficacy of drug treatments and patient
safety. Developers could use accurate, up-to-date height, length, and weight data for drugs where dosage
varies by these factors. Developers may use configurable definitions for flexibility and to support efficient
updates to dosage calculations. Health IT products could display the calculated medication dosage along with
the calculation method to enable independent verification, including safety features such as alerts and

acceptable dosage ranges.

ONC Health IT Certification Program Criteria and Standards Alignment

Regulatory
Standard

NCPDP SCRIPT

Criteria Section
Electronic § 170.315(b)(3)
prescribing

Standard

Implementation
Guide, Version

2023011

RxNorm, July 5, 2022

Full Monthly Release

RxNorm, December
4, 2023 Full Monthly
Release

RxNorm, September
8, 2015 Full Release

Update

National Drug Codes
NDC

Standards Version Other Standards
Advancement Process
Approved Standard


https://www.healthit.gov/test-method/electronic-prescribing
https://standards.ncpdp.org/Access-to-Standards.aspx
https://standards.ncpdp.org/Access-to-Standards.aspx
https://standards.ncpdp.org/Access-to-Standards.aspx
https://standards.ncpdp.org/Access-to-Standards.aspx
https://standards.ncpdp.org/Access-to-Standards.aspx
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.fda.gov/drugs/drug-approvals-and-databases/national-drug-code-directory
https://www.fda.gov/drugs/drug-approvals-and-databases/national-drug-code-directory

Implementation Resources

Resource

HL7® EHR-System
Functional Model
Release 2.1
Functional Profile:
Pediatric Health
Care IT Release 1 -
US Realm

HL7® FHIR®
Clinical Reasoning
Module

HL7® FHIR®
Resource Profile:
Vital Signs Panel

HL7® FHIR® US
Core Pediatric BMI

for Age
Observation Profile

HL7® FHIR® US
Core Pediatric
Weight for Height
Observation Profile

HL7® FHIR® US
Core Medication

Request Profile

Description

This specification defines the functions and conformance criteria an EHR must meet to
support pediatric developmental screening, follow-up, and related care processes. This
specification aligns with established practices and provides standards essential for
capturing, reporting, and exchanging developmental screening data. This profile can be
implemented in conjunction with other HL7 standards (e.g., FHIR, CDA) to enhance
interoperability and ensure pediatric-specific requirements are met. To implement this
recommendation, developers may reference Section CPS 4.2, “Support for Medication
and Immunization Ordering (including medication interaction and allergy checking,
patient-specific dosing and warnings, medication ordering efficiencies, medication
recommendations, medication reconciliation).”

This specification provides resources and operational guidance to enable the
representation, distribution, and evaluation of clinical knowledge through artifacts,
including CDS rules, quality measures, public health indicators, order sets, clinical
protocols, and evidence summaries. Clinical reasoning involves the representation and
encoding of clinical knowledge for integration into clinical systems and can include
determining whether a particular section of an order set could appear based on specific
conditions or if care pathways are more complex (e.g., multiple chronic conditions).

This specification includes pediatric vital signs with qualifying elements (e.g., heart rate,
respiratory rate, blood pressure, temperature, oxygen saturation, height, weight, and
head circumference). Developers may note the head circumference for children under
three years of age, the BMI percentile by age and sex for patients from two through 20
years old, the weight-for-age by length and sex for children under three years of age,
and the reference range or growth curve, as appropriate.

This specification sets minimum expectations to record, search, and retrieve BMI
percentile by age and sex for patients from two through 20 years old. This profile
requires the use of standardized codes, including LOINC for observation and UCUM for
units of measure.

This specification sets minimum expectations for the observation resource to record,
search for, and retrieve pediatric weight-for-length per age and sex. This profile requires
the use of standardized codes for patients from two through 20 years old, including
LOINC for observation and UCUM for units of measure.

This specification may be used to record a prescription order for a medication and sets
minimum expectations for the medication request resource to record, search, and fetch
medications associated with a pediatric patient.


https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://www.hl7.org/fhir/clinicalreasoning-module.html
http://hl7.org/fhir/us/vitals/StructureDefinition-vital-signs-panel.html
http://hl7.org/fhir/us/vitals/StructureDefinition-vital-signs-panel.html
http://hl7.org/fhir/us/vitals/StructureDefinition-vital-signs-panel.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-bmi-for-age.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-bmi-for-age.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-bmi-for-age.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-bmi-for-age.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-bmi-for-age.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-weight-for-height.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-weight-for-height.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-weight-for-height.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-weight-for-height.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-medicationrequest.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-medicationrequest.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-medicationrequest.html

Other Technical Resources and Tools

Resource/Tool Description

SCRIPT This resource provides requirements and guidelines for implementing NCPDP SCRIPT
Implementation electronic prescribing transactions. Section 4.2.1 includes specific recommendations for
Recommendations, prescribing in pediatric populations, including height and weight on all new and renewal
Version 1.73 prescriptions, and the date associated with those measurements.

SMART Application  This application is FHIR compatible and includes a catalog of various medication

Gallery for management applications. The applications range in functionality from CDS to
Medications prescription integration.

Pediatric Health IT  The Drummond Group established a voluntary certification program for pediatric

Certification products in 2022 with testable criteria aligned to ONC guidance and relevant HL7

standards. The program supports the implementation of evidence-based practices in
pediatric care and provides developers with clear guidance on functionalities essential

to pediatric clinicians.

Other Considerations

The following considerations could be of interest to developers and represent opportunities for future growth in

the implementation of the recommendation.

Technical

Clinical

Implement interoperable, computable dose calculation logic using HL7 FHIR Clinical
Reasoning module and CDS hooks, to enable algorithm updates without code changes.
Incorporate NCPDP SCRIPT v1.73 (noted in the above table under SVAP approved
standards) to include patient height, weight, and measurement data in all new and renewal
prescriptions.

Advance use of United States Core Data for Interoperability (USCDI), Version 3 (October
2022 Errata) with standardized codes to ensure calculation accuracy. Relevant United States
Core Data for Interoperability (USCDI), Version 3 (October 2022 Errata) data elements
include BMI percentile for patients from two to 20 years old, weight-for-length percentile for
patients from birth to 24 months, and head occipital-frontal circumference percentile for
patients from birth to 36 months.

Include logic and alerts for weight-based drug dosage in children whose height and weight
values fall outside typical growth curves due to specific conditions (e.g., malnutrition,
underweight, obesity).


https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://apps.smarthealthit.org/apps/category/medication
https://apps.smarthealthit.org/apps/category/medication
https://apps.smarthealthit.org/apps/category/medication
https://www.drummondgroup.com/services/pediatric-ehr-certification/
https://www.drummondgroup.com/services/pediatric-ehr-certification/
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf

Financial

¢ Recognize some dose calculation tools and NCPDP SCRIPT resources may have licensing
fees or member-only access which may impact adoption. Consider open-source or
standards-based solutions to lower barriers.



RECOMMENDATION 3: DOCUMENT ALL GUARDIANS AND
CAREGIVERS

Description

Pediatric care crosses multiple specialties and care settings and may include caregivers outside a clinical
setting, including guardians, foster parents, and extended families or stepfamilies. Pediatric care teams may be
made up of multiple clinical and non-clinical individuals who all need access to information to coordinate care for
the pediatric patient. Health IT could maintain accurate, up-to-date records for each care team member,
document their relationship to the pediatric patient, and include the appropriate level of authority or access to
medical information. Developers may need to accommodate updates to health IT to support the evolving nature
of these relationships over time.

ONC Health IT Certification Program Criteria and Standards Alignment

Criteria Section Regulatory Standards Version  Other Standards
Standard Advancement
Process Approved
Standard
Care plan § 170.315(b)(9) HL7® HL7® Consolidated
Implementation CDA® (C-CDA)
Guide for CDA® 4.0.0-STU 4 (US
Release 2: Realm) (June 2025)
Consolidated CDA®
Template (C-

CDA) for Clinical
Notes (US Realm),
Draft Standard for
Trial Use, August
2015, June 2019

(with Errata)

HL7® CDA® R2
Implementation
Guide: C-CDA®
Templates for
Clinical Notes STU
Companion Guide,
Release 4.1 - US
Realm (June 2023)



https://www.healthit.gov/test-method/care-plan
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Criteria

Patient
demographics and
observations

Family health
history

Application access
- all data request

Section Regulatory Standards Version
Standard Advancement
Process Approved
Standard
§ 170.315(a)(5) The Office of United States Core
Management and Data for
Budget Standards Interoperability
for Maintaining, (USCDI), Version

§ 170.315(a)(12)

Collecting, and
Presenting Federal

Data on Race and
Ethnicity, Statistical
Policy Directive No.
15, as revised
October 30, 1997

CDC Race and
Ethnicity Code Set
Version 1.2 (July 8,

2021)

Request for
Comment (RFC)
5646, “Tags for
Identifying

Languages”,
September 2009

SNOMED CT®,

§ 170.315(9)(9)

U.S. Edition (March
2022)

United States Core

3.1 (June 2025)

United States Core
Data for
Interoperability
(USCDI), Version 5
(March 2025 Errata)

United States Core

Data for

Interoperability
(USCDI), Version 3

Data for

Interoperability
(USCDI), Version

(October 2022
Errata)

HL7®
Implementation

3.1 (June 2025)

Other Standards


https://www.healthit.gov/test-method/demographics
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://obamawhitehouse.archives.gov/omb/fedreg_1997standards
https://www.cdc.gov/phin/resources/vocabulary/documents/PH_RaceAndEthnicity_CDC_v1.2.xlsx
https://www.cdc.gov/phin/resources/vocabulary/documents/PH_RaceAndEthnicity_CDC_v1.2.xlsx
https://www.cdc.gov/phin/resources/vocabulary/documents/PH_RaceAndEthnicity_CDC_v1.2.xlsx
https://www.cdc.gov/phin/resources/vocabulary/documents/PH_RaceAndEthnicity_CDC_v1.2.xlsx
http://www.rfc-editor.org/info/rfc5646
http://www.rfc-editor.org/info/rfc5646
http://www.rfc-editor.org/info/rfc5646
http://www.rfc-editor.org/info/rfc5646
http://www.rfc-editor.org/info/rfc5646
http://www.rfc-editor.org/info/rfc5646
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/test-method/family-health-history
https://confluence.ihtsdotools.org/pages/viewpage.action?pageId=137254798
https://confluence.ihtsdotools.org/pages/viewpage.action?pageId=137254798
https://confluence.ihtsdotools.org/pages/viewpage.action?pageId=137254798
https://www.healthit.gov/test-method/application-access-all-data-request
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf

Criteria

Standardized API
for patient and
population
services

Section

§ 170.315(g)(10)

Regulatory

Standards Version

Standard Advancement
Process Approved
Standard

Guide for CDA® United States Core

Release 2: Data for

Consolidated CDA® Interoperability

Template (C- (USCDI), Version 5

CDA) for Clinical

(March 2025 Errata)

Notes (US Realm),
Draft Standard for
Trial Use, August
2015, June 2019

(with Errata)

HL7® CDA® R2
Implementation
Guide: C-CDA
Templates for
Clinical Notes STU
Companion Guide,
Release 4.1 - US
Realm (June 2023)

HL7® FHIR® US

HL7® Consolidated
CDA® (C-CDA)
4.0.0-STU 4 (US
Realm) (June 2025)

HL7® FHIR® US

Core

Implementation
Guide STU 6.1.0

Core

Implementation
Guide STU 8.0.0

(June 2023)

OpenlD Connect

(June 2025)

United States Core

Core 1.0
incorporating errata

Data for
Interoperability

set 1

HL7® SMART App
Launch

Implementation
Guide Release 2.0.0

(USCDI), Version
3.1 (June 2025)

United States Core
Data for
Interoperability

Other Standards


https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://www.healthit.gov/test-method/standardized-api-patient-and-population-services
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf

Criteria

Transitions of care

Section

§ 170.315(b)(1)

Regulatory
Standard

HL7® FHIR® Bulk

Standards Version
Advancement
Process Approved
Standard

(USCDI), Version 5

Data Access (Flat

(March 2025 Errata)

FHIR®) (V1.0.0:STU

1

United States Core

United States Core
Data for
Interoperability

Data for

Interoperability
(USCDI), Version 3

(October 2022
Errata)

ONC Applicability

(USCDI), Version 6
July 2025

Applicability

Statement for
Secure Health
Transport, Version

Statement for
Secure Health
Transport Version

1.2 August 2015

1.3, May 2021

ONC

Implementation
Guide for Direct

Edge Protocaols,
Version 1.1, June
25,2014

IHE IT Infrastructure
Technical
Framework Volume

2b (ITI TE- 2b)

United States Core
Data for
Interoperability
(USCDI), Version 3
(October 2022
Errata)

(Direct)
United States Core
Data for

Interoperability
(USCDI), Version

3.1 (June 2025)

United States Core
Data for
Interoperability
(USCDI), Version 5
(March 2025 Errata)

HL7® Consolidated
CDA® (C-CDA)
4.0.0-STU 4 (US
Realm) (June 2025)

Other Standards


https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2025-07/USCDI-Version-6-July-2025.pdf
https://www.healthit.gov/isp/sites/isp/files/2025-07/USCDI-Version-6-July-2025.pdf
https://www.healthit.gov/isp/sites/isp/files/2025-07/USCDI-Version-6-July-2025.pdf
https://www.healthit.gov/isp/sites/isp/files/2025-07/USCDI-Version-6-July-2025.pdf
https://www.healthit.gov/isp/sites/isp/files/2025-07/USCDI-Version-6-July-2025.pdf
https://www.healthit.gov/test-method/transitions-care
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/Documents/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/Documents/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/Documents/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/Documents/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/Documents/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/Documents/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://directtrust.app.box.com/s/p1dpmt9tkoa9ay7h3bmcwwo5jj0yrhw7
https://directtrust.app.box.com/s/p1dpmt9tkoa9ay7h3bmcwwo5jj0yrhw7
https://directtrust.app.box.com/s/p1dpmt9tkoa9ay7h3bmcwwo5jj0yrhw7
https://directtrust.app.box.com/s/p1dpmt9tkoa9ay7h3bmcwwo5jj0yrhw7
https://directtrust.app.box.com/s/p1dpmt9tkoa9ay7h3bmcwwo5jj0yrhw7
https://directtrust.app.box.com/s/p1dpmt9tkoa9ay7h3bmcwwo5jj0yrhw7
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Criteria

Section

Regulatory Standards Version

Standard Advancement
Process Approved
Standard

HL7®
Implementation
Guide for CDA®
Release 2.1:
Consolidated CDA®
Template (C-
CDA) for Clinical
Notes (US Realm),
Draft Standard for
Trial Use, August
2015, June 2019

(with Errata)

Health Level 7

(HL7®)

Implementation
Guide for CDA®

Release 2: IHE
Health Story
Consolidation
DSTU Release 1.1
(US Realm) Draft
Standard for Trial

Use July 2012

HL7® CDA® R2
Implementation
Guide: C-CDA
Templates for
Clinical Notes STU
Companion Guide,
Release 4.1 - US
Realm (June 2023)

Other Standards


https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447

Criteria

Security tags -
summary of care -
send

Security tags -
summary of care -
receive

Section

§ 170.315(b)(7)

Regulatory Standards Version

Standard Advancement
Process Approved
Standard
SNOMED CT®

U.S. Edition, March
2022 Release

§ 170.315(b)(8)

ICD-10-CM

HL7® HL7® Consolidated
Implementation CDA® (C-CDA)
Guide for CDA® 4.0.0-STU 4 (US
Release 2: Realm) (June 2025)

Consolidated CDA®
Template (C-CDA)
for Clinical Notes
(US Realm), Draft
Standard for Trial
Use, August 2015,
June 2019 (with
Errata)

HL7®

Implementation
Guide: Data

Segmentation for

Privacy (DS4P),

Release 1

Health Level 7 HL7® Consolidated
(HL7®) CDA® (C-CDA)
Implementation 4.0.0-STU 4 (US
Guide for CDA Realm) (June 2025)
Release 2

Consolidation CDA
Templates for
Clinical Notes (US
Realm), Draft
Standard for Trial
Use Release 2.1 C-

Other Standards


https://www.nlm.nih.gov/healthit/snomedct/us_edition.html
https://www.nlm.nih.gov/healthit/snomedct/us_edition.html
https://www.nlm.nih.gov/healthit/snomedct/us_edition.html
http://www.cms.gov/Medicare/Coding/ICD10/index.html
https://www.healthit.gov/test-method/security-tags-summary-care-send
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://www.healthit.gov/test-method/security-tags-summary-care-receive
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Criteria

Section

Regulatory Standards Version  Other Standards
Standard Advancement

Process Approved

Standard

CDA 2.1, August
2015, June 2019

(with Errata)

HL7®

Implementation
Guide: Data

Segmentation for

Privacy (DS4P),

Release 1

Implementation Resources

Resource

HL7® EHR-System
Functional Model
Release 2.1
Functional Profile:
Pediatric Health Care

IT Release 1 - US
Realm

HL7® FHIR® Clinical
Reasoning Module

HL7® US Core
CareTeam Profile

Description

This specification defines the functions and conformance criteria an EHR must
meet to support pediatric developmental screening, follow-up, and related care
processes. This specification aligns with established practices and provides
standards essential for capturing, reporting, and exchanging developmental
screening data. This profile can be implemented in conjunction with other HL7
standards (e.g., FHIR, CDA) to enhance interoperability and ensure pediatric-
specific requirements are met.

This specification provides resources and operational guidance to enable the
representation, distribution, and evaluation of clinical knowledge through artifacts,
including CDS rules, quality measures, public health indicators, order sets, clinical
protocols, and evidence summaries. Clinical reasoning involves the representation
and encoding of clinical knowledge for integration into clinical systems and can
include determining whether a particular section of an order set could appear based
on specific conditions or if care pathways are more complex (e.g., multiple chronic
conditions) or if segmenting access to information.

This specification defines the minimum requirements for representing a patient’s
care team and the queries needed to retrieve care team information. It specifies the
core elements, extensions, vocabularies, and value sets to ensure consistent
implementation across systems. A care team includes the pediatric patient, each


http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-careteam.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-careteam.html

Resource Description

member and their role (e.g., parent, guardian, caregiver, or practitioner), and the
practitioner type (e.g., doctor, nurse, therapist).

Other Technical Resources and Tools

Resource/Tool Description
HL7® Terminology This specification defines a value set for Action Participation Role by aggregating
(THO) version 5.2 other value sets covering participation roles and patient relationship type, and

practitioner roles (e.g., doctor, nurse, pharmacist).

Pediatric Health IT The Drummond Group established a voluntary certification program for pediatric

Certification products in 2022 with testable criteria aligned to ONC guidance and relevant HL7
standards. The program supports the implementation of evidence-based practices
in pediatric care and provides developers with clear guidance on functionalities
essential to pediatric clinicians.

Other Considerations
The following considerations could be of interest to developers and represent opportunities for future growth in

the implementation of the recommendation.
Technical and Clinical

e Enable exchange of guardian and caregiver information using HL7 US Core CareTeam
Profile, (noted in the above table on implementation resources), while maintaining role and
permissions metadata.

e Implement role-based and attribute-based access to ensure only authorized individuals can
view or update sensitive patient information.

e Ensure pediatric clinicians can quickly identify all individuals involved in the pediatric patient’s
care, including backup caregivers.

e Support dynamic documentation of consent and decision-making authority, especially when
guardianship changes (e.g., foster care, divorce).

e Capture and honor each guardian and caregiver’s preferred method and language for
receiving care updates.


https://terminology.hl7.org/5.2.0/ValueSet-action-participant-role.html
https://terminology.hl7.org/5.2.0/ValueSet-action-participant-role.html
https://www.drummondgroup.com/services/pediatric-ehr-certification/
https://www.drummondgroup.com/services/pediatric-ehr-certification/

RECOMMENDATION 4: SEGMENT ACCESS TO INFORMATION

Description

Pediatric patients may have more complex privacy needs requiring technological solutions capable of selectively
restricting sensitive information. Data segmentation for privacy is the capability to selectively identify sensitive

data for restricted access or sharing. For pediatric patients, the need for data segmentation can result from state
or local laws protecting the privacy of pediatric patients, clinical decisions to protect patients from harm, or at the

request of a patient, guardian, or caregiver. Developers may facilitate data segmentation for privacy by tagging
data elements with appropriate security labels indicating the type of sensitive information to which it belongs.
Standardized security tags can enable a variety of privacy workflows to automate disclosures or restrictions
according to different rules, including federal or state law and organizational policy. Sensitive data may be
segmented at varying levels of granularity (e.g., document level vs. data element level) to avoid overprotection
and under-protection. Data segmentation at the right level of granularity is crucial for effective privacy protection.
Over-protection, or sequestering access to non-sensitive data, can lead to blocking authorized access and
causing gaps in care. Under-protection, or failing to protect sensitive data, may lead to privacy regulation

violations or potential harm to the patient.

ONC Health IT Certification Program Criteria and Standards Alignment

Criteria

Application access
- all data request

Section

§ 170.315(9)(9)

Regulatory
Standard

United States Core

Standards Version
Advancement
Process Approved
Standard

United States Core

Data for

Interoperability
(USCDI), Version 3

Data for

Interoperability
(USCDI), Version 3.1

(October 2022 (June 2025)
Errata)

United States Core
HL7® Data for
Implementation Interoperability
Guide for CDA® (USCDI), Version 5
Release 2.1: (March 2025 Errata)
Consolidated CDA®
Template (C-

CDA) for Clinical
Notes (US Realm),
Draft Standard for
Trial Use, August

HL7® Consolidated
CDA® (C-CDA) 4.0.0

—STU 4 (US Realm)
(June 2025)

Other Standards


https://www.healthit.gov/test-method/application-access-all-data-request
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Criteria

Transitions of care

Section

§ 170.315(b)(1)

Regulatory
Standard

2015, June 2019
(with Errata)

HL7® CDA® R2
Implementation
Guide: C-CDA
Templates for
Clinical Notes STU
Companion Guide,
Release 4.1 - US
Realm (June 2023)

ONC Applicability

Standards Version Other Standards
Advancement
Process Approved

Standard

United States Core

Statement for
Secure Health
Transport, Version

Data for

Interoperability
(USCDI), Version 3.1

1.2 August 2015

(June 2025)

ONC

Implementation
Guide for Direct

United States Core
Data for
Interoperability

Edge Protocols,

(USCDI), Version 5

Version 1.1, June

(March 2025 Errata)

25, 2014

IHE IT Infrastructure

HL7® Consolidated
CDA® (C-CDA) 4.0.0

Technical
Framework Volume

—STU 4 (US Realm)
(June 2025)

2b (ITI TE- 2b)

Health Level 7

(HL7®)

Implementation
Guide for CDA®

Release 2: IHE
Health Sto



https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.healthit.gov/test-method/transitions-care
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Criteria

Section

Regulatory Standards Version

Standard Advancement
Process Approved
Standard

Consolidation
DSTU Release 1.1
(US Realm) Draft
Standard for Trial

Use July 2012

United States Core
Data for
Interoperability
(USCDI), Version 3
(October 2022
Errata)

HL7®
Implementation
Guide for CDA®
Release 2.1:
Consolidated CDA®
Template (C-
CDA) for Clinical
Notes (US Realm),
Draft Standard for
Trial Use, August
2015, June 2019

(with Errata)

HL7® CDA® R2
Implementation
Guide: C-CDA
Templates for
Clinical Notes STU
Companion Guide,
Release 4.1 - US
Realm (June 2023)

Other Standards


http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447

Criteria

Security tags -
summary of care -
send

Security tags -
summary of care -
receive

Section

§ 170.315(b)(7)

Regulatory
Standard

SNOMED CT®
U.S. Edition, March
2022 Release

§ 170.315(b)(8)

Standards Version
Advancement
Process Approved
Standard

ICD-10-CM

HL7® HL7® Consolidated
Implementation CDA® (C-CDA) 4.0.0
Guide for CDA® —STU 4 (US Realm)
Release 2.1: (June 2025)

Consolidated CDA®
Template (C-CDA)
for Clinical Notes
(US Realm), Draft
Standard for Trial
Use, August 2015,
June 2019 (with
Errata)

HL7®

Implementation
Guide: Data

Segmentation for

Privacy (DS4P),

Release 1

HL7® HL7® Consolidated
Implementation CDA® (C-CDA) 4.0.0
Guide for CDA® —STU 4 (US Realm)
Release 2: (June 2025)

Consolidated CDA®
Template (C-CDA)
for Clinical Notes
(US Realm), Draft
Standard for Trial
Use, August 2015,

Other Standards


https://www.nlm.nih.gov/healthit/snomedct/us_edition.html
https://www.nlm.nih.gov/healthit/snomedct/us_edition.html
https://www.nlm.nih.gov/healthit/snomedct/us_edition.html
http://www.cms.gov/Medicare/Coding/ICD10/index.html
https://www.healthit.gov/test-method/security-tags-summary-care-send
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://www.healthit.gov/test-method/security-tags-summary-care-receive
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Criteria

Standardized API
for patient and
population
services

Section

§ 170.315(g)(10)

Regulatory
Standard

June 2019 (with
Errata)

HL7®

Implementation
Guide: Data
Segmentation for
Privacy (DS4P
Release 1

HL7® FHIR® US

Standards Version
Advancement
Process Approved
Standard

HL7® FHIR® US Core

Core

Implementation
Guide STU 6.1.0

Implementation Guide
STU 8.0.0 (June
2025)

June 2023

United States Core

United States Core
Data for

Data for

Interoperability
(USCDI), Version 3

Interoperability
(USCDI), Version 3.1

(June 2025)

(October 2022
Errata)

HL7® Version 4.0.1

United States Core
Data for
Interoperability

FHIR® Release 4

(USCDI), Version 5

HL7® FHIR® Bulk
Data Access (Flat

(March 2025 Errata)

HL7® FHIR® Bulk

FHIR®) (V1.0.0:STU

Data Access (Flat

1)

HL7® SMART App
Launch

Implementation
Guide Release 2.0.0

FHIR®) (v2.0.0: STU
2)

HL7® FHIR® US Core
Implementation Guide
STU 7.0.0, May 2024

Other Standards


https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
https://www.healthit.gov/test-method/standardized-api-patient-and-population-services
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
http://hl7.org/fhir/directory.html
http://hl7.org/fhir/directory.html
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/

Criteria

Section Regulatory Standards Version Other Standards
Standard Advancement
Process Approved
Standard

OpenlID Connect HL7 FHIR® US Core

Core 1.0 Implementation Guide
incorporating errata STU 8.0.0
set 1

Implementation Resources

Resource

HL7® EHR-System
Functional Model

Release 2.1
Functional Profile:
Pediatric Health Care

IT Release 1 -US
Realm

HL7® FHIR® Clinical
Reasoning Module

FHIR® Security
Labels Module

(FHIR® R4.0.1),
November 2019

HL7® Messaging
Standard Version
2.9, December 2019

HL7®

Implementation
Guide: Data

Segmentation for

Description

This specification defines the functions and conformance criteria an EHR must meet
to support pediatric developmental screening, follow-up, and related care processes.
This specification aligns with established practices and provides standards essential
for capturing, reporting, and exchanging developmental screening data. This profile
can be implemented in conjunction with other HL7 standards (e.g., FHIR, CDA) to
enhance interoperability and ensure pediatric-specific requirements are met. To
implement this recommendation, developers may reference the sections on Summary
Record of Care and Patient Privacy and Confidentiality.

This specification provides resources and operations to enable the representation,
distribution, and evaluation of clinical knowledge using computable logic. Clinical
reasoning artifacts can be leveraged to accurately and computably define sensitive
data subject to various segmentation requirements. For example, behavioral health
data as a category of sensitive data can be formulated using logical artifacts
incorporating value sets and codes under this category of sensitive data.

This specification defines how to use security labels to mark FHIR resources with
sensitivity and confidentiality tags as a mechanism to segment FHIR data.

This specification defines the headers and segments to record access restrictions and
security labels to communicate the sensitivity and confidentiality of the data elements.

This specification enables the exchange of protected and sensitive personal health
information and supports the secure exchange of health information. Privacy
annotations can be applied to documents, messages, and other data elements. This


https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://hl7.org/fhir/R4/security-labels.html
https://hl7.org/fhir/R4/security-labels.html
https://hl7.org/fhir/R4/security-labels.html
https://hl7.org/fhir/R4/security-labels.html
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=516
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=516
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=516
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=354

Resource

Privacy, Release 1,
May 2014

HL7® FHIR® Data
Segmentation for
Privacy

Implementation
Guide (v1.0), April
2023

Description

specification defines the use of security labeling at the CDA® Header, Section, and
Entry levels to communicate the sensitivity and confidentiality of the data.

This specification provides additional guidance on implementing data segmentation
by applying security labels in FHIR. Security labels can be used to access control
systems governing the collection, access, use, and disclosure of information. Outlines
requirements for complying with jurisdictional policies related to privacy, security, and
trust.

Other Technical Resources and Tools

Resource/Tool

HL7® Healthcare
Privacy and Security
Classification System

(HCS), Release 1,
August 2014

Pediatric Health IT
Certification

Description

This specification is the base standard for security tagging and data segmentation
and serves as the foundation for data segmentation standards. The vocabulary for
security labels, including sensitivity codes relevant for this recommendation, are in
HL7 Terminology (THO) ValueSet: InformationSensitivityPolicy.

The Drummond Group established a voluntary certification program for pediatric
products in 2022 with testable criteria aligned to ONC guidance and relevant HL7
standards. The program supports the implementation of evidence-based practices in
pediatric care and provides developers with clear guidance on functionalities
essential to pediatric clinicians.

Other Considerations

The following considerations could be of interest to developers and represent opportunities for future growth in

the implementation of the recommendation.

Technical

e Enhance health IT segmentation capabilities to support jurisdiction- or state-specific privacy
laws. Capabilities include mapping clinical value sets targeted by privacy laws to standardized
codes (e.g., LOINC, SNOMED CT) and applying consistent standardized security labeling
using the HL7 HCS (noted in the above table on other technical resources and tools).

o Define and maintain standardized clinical concepts and associated value sets for types of
segmented data subject to segmentation (e.g., behavioral health). Consistent definitions
enable uniform tagging and enforcement across EHRSs, IIS, and other connected systems.


https://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
https://build.fhir.org/ig/HL7/fhir-security-label-ds4p/
https://build.fhir.org/ig/HL7/fhir-security-label-ds4p/
https://build.fhir.org/ig/HL7/fhir-security-label-ds4p/
https://build.fhir.org/ig/HL7/fhir-security-label-ds4p/
https://build.fhir.org/ig/HL7/fhir-security-label-ds4p/
https://build.fhir.org/ig/HL7/fhir-security-label-ds4p/
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=345
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=345
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=345
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=345
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=345
https://terminology.hl7.org/ValueSet-v3-InformationSensitivityPolicy.html
https://www.drummondgroup.com/services/pediatric-ehr-certification/
https://www.drummondgroup.com/services/pediatric-ehr-certification/

e Ensure segmented data and associated security labels are preserved and interpreted
correctly when exchanged across systems, including 1S, Health Information Exchanges
(HIEs), and other health IT platforms.

e Incorporate security labels into access control systems and decision support tools for clinical
and administrative processes beyond the scope of information exchange. Pediatric clinicians
need to access privacy restriction information for their patients at the point of care. Health
care administrators need clear guidance on restrictions when processing information on
payment, claims, and scheduling. Implementing standardized security labels across these
technical workflows ensures pediatric clinicians and health care centers have the necessary
information necessary to manage privacy protections for their patients.

Clinical

e Provide pediatric clinicians with workflow indicators when certain information is segmented to
include guidance on how to request authorized access when needed.

e Enable pediatric patients (when permitted by law), guardians, and caregivers the ability to
review and manage privacy preferences for sensitive data segments.



RECOMMENDATION 5: SYNCHRONIZE IMMUNIZATION
HISTORIES WITH IMMUNIZATION INFORMATION SYSTEMS

Description

Accurate information on a pediatric patient’s current and pending immunization status is important for pediatric
care. Health IT products may enable a clinician to access this information from IS and HIEs during and between
visits. Promoting interoperability between 1IS and other health IT products provides opportunities for additional
functionalities, including the scheduling of immunizations a pediatric patient is recommended to receive. The
2026 Pediatric Health Information Technology Supplement: Immunization Information System (the Supplement)
supports developers in building health IT products, facilitating immunization data exchange between EHRs and
[IS for healthcare providers, clinical researchers, and patients or caregivers. The Supplement builds on the
technical implementation standards in the 2026 Pediatric Health IT IR to include information on the collection,
integration, or sharing of immunization data.

ONC Health IT Certification Program Criteria and Standards Alignment

Criteria Section Regulatory Standards Version Other Standards
Standard Advancement
Process Approved
Standard

Transmission to § 170.315 (f)(1) HL7® Version 2.5.1 HL7® Version 2.5.1

immunization Implementation Guide Implementation
registries for Immunization Guide for
Messaging, Release Immunization
1.5 Messaging, Release

1.5 (October 2018)

HL7® Version 2.5.1
Implementation Guide
for Immunization
Messaging (Release
1.5)—Addendum

HL7® Standard Code
Set CVX— Vaccines
Administered

updates through June
15, 2022

National Drug Code
(NDC) Directory—



https://healthit.gov/resources/2026-pediatric-health-information-technology-supplement-immunization-information-systems/
https://www.healthit.gov/test-method/transmission-immunization-registries
https://www.cdc.gov/vaccines/programs/iis/technical-guidance/downloads/hl7guide-1-5-2014-11.pdf
https://www.cdc.gov/vaccines/programs/iis/technical-guidance/downloads/hl7guide-1-5-2014-11.pdf
https://www.cdc.gov/vaccines/programs/iis/technical-guidance/downloads/hl7guide-1-5-2014-11.pdf
https://www.cdc.gov/vaccines/programs/iis/technical-guidance/downloads/hl7guide-1-5-2014-11.pdf
https://www.cdc.gov/vaccines/programs/iis/technical-guidance/downloads/hl7guide-1-5-2014-11.pdf
https://www.cdc.gov/vaccines/programs/iis/technical-guidance/downloads/hl7guide-addendum-7-2015.pdf
https://www.cdc.gov/vaccines/programs/iis/technical-guidance/downloads/hl7guide-addendum-7-2015.pdf
https://www.cdc.gov/vaccines/programs/iis/technical-guidance/downloads/hl7guide-addendum-7-2015.pdf
https://www.cdc.gov/vaccines/programs/iis/technical-guidance/downloads/hl7guide-addendum-7-2015.pdf
https://www.cdc.gov/vaccines/programs/iis/technical-guidance/downloads/hl7guide-addendum-7-2015.pdf
https://www2a.cdc.gov/vaccines/iis/iisstandards/vaccines.asp?rpt=cvx
https://www2a.cdc.gov/vaccines/iis/iisstandards/vaccines.asp?rpt=cvx
https://www2a.cdc.gov/vaccines/iis/iisstandards/vaccines.asp?rpt=cvx
https://www2a.cdc.gov/vaccines/iis/iisstandards/vaccines.asp?rpt=cvx
https://www2a.cdc.gov/vaccines/iis/iisstandards/vaccines.asp?rpt=cvx
https://www2a.cdc.gov/vaccines/iis/iisstandards/ndc_tableaccess.asp
https://www2a.cdc.gov/vaccines/iis/iisstandards/ndc_tableaccess.asp
https://repository.immregistries.org/files/resources/5bef530428317/hl7_2_5_1_release_1_5__2018_update.pdf
https://repository.immregistries.org/files/resources/5bef530428317/hl7_2_5_1_release_1_5__2018_update.pdf
https://repository.immregistries.org/files/resources/5bef530428317/hl7_2_5_1_release_1_5__2018_update.pdf
https://repository.immregistries.org/files/resources/5bef530428317/hl7_2_5_1_release_1_5__2018_update.pdf
https://repository.immregistries.org/files/resources/5bef530428317/hl7_2_5_1_release_1_5__2018_update.pdf
https://repository.immregistries.org/files/resources/5bef530428317/hl7_2_5_1_release_1_5__2018_update.pdf

Criteria

Application access
- all data request

Standardized API
for patient and
population
services

Section

§ 170.315(9)(9)

Regulatory
Standard

Vaccine NDC Linker,
updates through July
19, 2022

United States Core

§ 170.315(g)(10)

Data for

Interoperability
(USCDI), Version 3

Standards Version Other Standards
Advancement
Process Approved

Standard

United States Core
Data for

Interoperability
(USCDI), Version 3.1

(October 2022 Errata)

(June 2025)

HL7® Implementation

United States Core

Guide for CDA®
Release 2:
Consolidated CDA®

Data for

Interoperability
(USCDI), Version 5

Template (C-CDA) for

(March 2025 Errata)

Clinical Notes (US
Realm), Draft
Standard for Trial
Use, August 2015,
June 2019 (with

Errata)

HL7® CDA® R2
Implementation
Guide: C-CDA
Templates for Clinical
Notes STU
Companion Guide,
Release 4.1 - US
Realm (June 2023)

HL7® Version 4.0.1

HL7® Consolidated
CDA® (C-CDA) 4.0.0
—STU 4 (US Realm)

June 2025

HL7® FHIR® US

FHIR® Release 4

HL7® FHIR® US
Core Implementation

Core Implementation
Guide STU 8.0.0

(June 2025)



https://www2a.cdc.gov/vaccines/iis/iisstandards/ndc_tableaccess.asp
https://www2a.cdc.gov/vaccines/iis/iisstandards/ndc_tableaccess.asp
https://www2a.cdc.gov/vaccines/iis/iisstandards/ndc_tableaccess.asp
https://www.healthit.gov/test-method/application-access-all-data-request
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://www.healthit.gov/test-method/standardized-api-patient-and-population-services
http://hl7.org/fhir/directory.html
http://hl7.org/fhir/directory.html
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/

Criteria

Section

Implementation Resources

Regulatory
Standard

Guide STU 6.1.0
(June 2023)

United States Core
Data for

Interoperability
(USCDI), Version 3

Standards Version
Advancement
Process Approved
Standard

United States Core
Data for

Interoperability
(USCDI), Version 3.1

(June 2025)

United States Core

(October 2022 Errata)

Data for

HL7® FHIR® Bulk
Data Access (Flat
FHIR®) (V1.0.0:STU

1

HL7® SMART App
Launch
Implementation Guide

Release 2.0.0

OpenlD Connect
Core 1.0
incorporating errata
set1

Interoperability
(USCDI), Version 5

(March 2025 Errata)

HL7® FHIR® Bulk
Data Access (Flat
FHIR®) (v2.0.0: STU

2)

HL7® FHIR® US
Core Implementation
Guide STU 7.0.0,
May 2024

HL7 FHIR® US Core

Implementation
Guide STU 8.0.0

Other Standards

Resource

HL7® EHR-System
Functional Model
Release 2.1 Functional
Profile: Pediatric Health

Care IT Release 1 - US
Realm

Description

This specification defines the functions and conformance criteria an EHR must
meet to support pediatric developmental screening, follow-up, and related care
processes. This profile aligns with established practices and provides standards
essential for capturing, reporting, and exchanging immunization data. This profile
can be implemented in conjunction with other HL7 standards (e.g., FHIR, CDA) to
enhance interoperability and ensure pediatric-specific requirements are met.


https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593

Resource

HL7® FHIR® Clinical
Reasoning Module

HL7® FHIR® Resource
Profile: US Core
Immunization Profile

Description

This specification provides resources and operational guidance to enable the
representation, distribution, and evaluation of clinical knowledge through artifacts,
including CDS rules, quality measures, public health indicators, order sets, clinical
protocols, and evidence summaries. Clinical reasoning involves the representation
and encoding of clinical knowledge for integration into clinical systems and can
include determining whether a particular section of an order set could appear based
on specific conditions or vaccinations.

This specification sets minimum expectations for health IT to record, fetch, and
search immunization history associated with a pediatric patient. This profile
specifies which core elements, extensions, vocabularies, and value sets may need
to be present. This profile provides a foundation for standards development and
use cases that promote interoperability, outlining scenarios on querying, recording,
and updating immunizations

Other Technical Resources and Tools

Resource/Tool

CDC Immunization
Information System
11S) Functional
Standards

Clinical Decision

Support for
Immunization (CDSi) |

IS | CDC

[IS | Code Sets | CVX ]
Vaccines | CDC

Pediatric Health IT
Certification

Description

CDC authored standards for 1IS functions are outlined in the [IS Functional
Standards Resource Guide. These include data elements, privacy considerations,
and how developers can align with the HL7 Version 2.5.1 Implementation Guide for
Immunization Messaging, (noted in the above table under SVAP approved
standards).

This resource provides guidance to help developers automate Advisory Committee
on Immunization Practices (ACIP) recommended immunization determinations for a
patient and deliver them to pediatric clinicians.

This resource includes CDC-managed vaccine code sets supporting the
documentation and electronic data exchange of consolidated immunization records
between IIS, other health IT systems, and EHRs. To receive code set updates,
send request to CDC News & Updates | CDC.

The Drummond Group established a voluntary certification program for pediatric
products in 2022 with testable criteria aligned to ONC guidance and relevant HL7
standards. The program supports the implementation of evidence-based practices
in pediatric care and provides developers with clear guidance on functionalities
essential to pediatric clinicians.


https://www.hl7.org/fhir/clinicalreasoning-module.html
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-immunization.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-immunization.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-immunization.html
https://www.cdc.gov/iis/functional-standards/resource.html
https://www.cdc.gov/iis/functional-standards/resource.html
https://www.cdc.gov/iis/functional-standards/resource.html
https://www.cdc.gov/iis/functional-standards/resource.html
https://www.cdc.gov/iis/functional-standards/resource.html
https://www.cdc.gov/iis/functional-standards/resource.html
https://www.cdc.gov/iis/cdsi/index.html
https://www.cdc.gov/iis/cdsi/index.html
https://www.cdc.gov/iis/cdsi/index.html
https://www.cdc.gov/iis/cdsi/index.html
https://www2.cdc.gov/vaccines/iis/iisstandards/vaccines.asp?rpt=cvx
https://www2.cdc.gov/vaccines/iis/iisstandards/vaccines.asp?rpt=cvx
https://tools.cdc.gov/campaignproxyservice/subscriptions.aspx?topic_id=uscdc_11_30
https://www.drummondgroup.com/services/pediatric-ehr-certification/
https://www.drummondgroup.com/services/pediatric-ehr-certification/

Resource/Tool Description

American Immunization  AIRA maintains a third-party site to support IIS technical and implementation

Registry Association resources for [IS managers and developers building for 1IS and EHR information
(AIRA) Immunization exchange. This site includes resources on technical standards alignment, including
Resources transporting immunization messages and ensuring interoperability through Simple

Object Access Protocol (SOAP) Web Services Description Language (WSDL).

Other Considerations

The following considerations could be of interest to developers and represent opportunities for future growth in
the implementation of the recommendation.

Technical

e Support query/retrieve (pull) and update/submit (push) capabilities (e.g., FHIR API, FHIR
Subscription, HL7v2 ADT messages) for complete, up-to-date immunization records.

e Design systems to handle multiple protocols (e.g., FHIR API, FHIR subscription, HL7v2)
based on IIS capabilities.

e Explore opportunities to reconcile immunization records or histories with IIS through HIEs or
other intermediaries.

e Ensure lIS-sourced immunization histories and forecasts are displayed to pediatric clinicians
and other authorized care team members at the point of care to prevent missed, redundant,
or unnecessary vaccinations.

e Integrate CDC CDS:i logic to surface ACIP-recommended vaccinations automatically within
EHR workflows.

e Provide tools for reconciling IIS data with EHR records, flagging discrepancies, and
supporting pediatric clinician approach before updates are finalized.

Regulatory

¢ Recognize challenges exist in advancing bidirectional interoperability and information
exchange between EHRs and jurisdictional or state IIS due to variation. To document and
address variations, health IT products could indicate the IS source and jurisdiction or state in
the EHR display, noting any gaps or limitations in the available data.


https://repository.immregistries.org/resources/filtered/by/technical/standards-alignment/
https://repository.immregistries.org/resources/filtered/by/technical/standards-alignment/
https://repository.immregistries.org/resources/filtered/by/technical/standards-alignment/
https://repository.immregistries.org/resources/filtered/by/technical/standards-alignment/

RECOMMENDATION 6: CHECK AGE- AND WEIGHT-SPECIFIC
SINGLE-DOSE RANGES

Description

Pediatric patients are at risk of subtherapeutic or toxic doses for single-dose treatments or loading doses, since

the appropriate dose may fluctuate based on age and weight. Health IT products could provide alerts when a

dose is outside an accepted range and provide the opportunity for independent and redundant checking by

pediatric clinicians. Accurate and up-to-date weight information is a key input for calculating single-dose

treatments. Developers could ensure accurate representation of the logic to make such evaluations and

accommodate updates and changes (e.g., CDS logic), including reliable alerts.

ONC Health IT Certification Program Criteria and Standards Alignment

Criteria

Decision support
interventions

Electronic
prescribing

Section Regulatory Standards Version Other Standards
Standard Advancement
Process Approved
Standard
§ 170.315 (b)(11) United States Core United States Core HL7® FHIR®
Data for Data for Clinical Decision
Interoperability Interoperability Support (CDS)
(USCDI), Version 3 (USCDI), Version 3.1  Hooks
(October 2022 (June 2025) Implementation
Errata) Guide STU 2
(March 2025)

§170.315(b)(3)

NCPDP SCRIPT
Standard
Implementation
Guide, Version
2023011

RxNorm, July 5, 2022

Full Monthly Release

United States Core
Data for
Interoperability
(USCDI), Version 5
(March 2025 Errata)

National Council for

Prescription Drug
Programs (NCPDP
SCRIPT) Standard,
Implementation
Guide, Version 1.73
(September 2025)



https://www.healthit.gov/test-method/decision-support-interventions
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://www.healthit.gov/test-method/electronic-prescribing
https://standards.ncpdp.org/Access-to-Standards.aspx
https://standards.ncpdp.org/Access-to-Standards.aspx
https://standards.ncpdp.org/Access-to-Standards.aspx
https://standards.ncpdp.org/Access-to-Standards.aspx
https://standards.ncpdp.org/Access-to-Standards.aspx
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf

Criteria Section Regulatory Standards Version Other Standards

Standard Advancement
Process Approved
Standard

RxNorm, December
4, 2023 Full Monthly
Release

RxNorm, September
8, 2015 Full Release

Update

National Drug Codes
NDC

Implementation Resources

Resource

HL7® EHR-System
Functional Model
Release 2.1 Functional
Profile: Pediatric Health

Care IT Release 1 - US
Realm

HL7® FHIR® Clinical
Reasoning Module

Description

This specification defines the functions and conformance criteria an EHR must
meet to support pediatric developmental screening, follow-up, and related care
processes. This specification aligns with established practices and provides
standards essential for capturing, reporting, and exchanging developmental
screening data. This profile can be implemented in conjunction with other HL7
standards (e.g., FHIR, CDA) to enhance interoperability and ensure pediatric-
specific requirements are met. To implement this recommendation, developers may
reference Section CPS 4.2, “Support for Medication and Immunization Ordering
(including medication interaction and allergy checking, patient-specific dosing and
warnings, medication ordering efficiencies, medication recommendations,
medication reconciliation).”

This specification provides resources and operations to enable the representation,
distribution, and evaluation of clinical knowledge through artifacts, including CDS
rules, quality measures, public health indicators, order sets, clinical protocols, and
evidence summaries. Clinical reasoning involves the representation and encoding
of clinical knowledge for integration into clinical systems and can include
determining whether a particular section of an order set could appear based on
specific conditions or if care pathways are more complex (e.g., multiple chronic
conditions).


https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.nlm.nih.gov/research/umls/rxnorm/docs/rxnormfiles.html
https://www.fda.gov/drugs/drug-approvals-and-databases/national-drug-code-directory
https://www.fda.gov/drugs/drug-approvals-and-databases/national-drug-code-directory
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://www.hl7.org/fhir/clinicalreasoning-module.html

Resource

HL7® FHIR® Resource

Profile: Vital Signs
Panel

HL7® FHIR® US Core
Pediatric BMI for Age
Observation Profile

HL7® FHIR® US Core
Pediatric Weight for
Height Observation
Profile

HL7® FHIR® US Core
Medication Request
Profile

Description

This specification includes pediatric vital signs with qualifying elements (e.g., heart
rate, respiratory rate, blood pressure, temperature, oxygen saturation, height,
weight, and head circumference). Developers may note the head circumference for
children under three years of age, the BMI percentile by age and sex for patients
from two through 20 years old, the weight-for-age by length and sex for children
under three years of age, and the reference range or growth curve, as appropriate.

This specification sets minimum expectations to record, search, and retrieve BMI
percentile by age and sex for patients from two through 20 years old. This profile
requires the use of standardized codes, including LOINC for observation and
UCUM for units of measure.

This specification sets minimum expectations for the observation resource to
record, search for, and retrieve pediatric weight-for-length per age and sex. This
profile requires the use of standardized codes for patients from two through 20
years old, including LOINC for observation, and UCUM for units of measure.

This specification may be used to record a prescription order for a medication and
sets minimum expectations for the medication request resource to record, search,
and fetch medications associated with a pediatric patient.

Other Technical Resources and Tools

Resource/Tool

SCRIPT

Implementation
Recommendations,

Version 1.73

Pediatric Health IT
Certification

Description

This resource provides requirements and guidelines for implementing NCPDP
SCRIPT electronic prescribing transactions. Section 4.2.1 includes specific
recommendations for prescribing in pediatric populations, including height and
weight on all new and renewal prescriptions, and the date associated with those
measurements.

The Drummond Group established a voluntary certification program for pediatric
products in 2022 with testable criteria aligned to ONC guidance and relevant HL7
standards. The program supports the implementation of evidence-based practices
in pediatric care and provides developers with clear guidance on functionalities
essential to pediatric clinicians.

Other Considerations

The following considerations could be of interest to developers and represent opportunities for future growth in
the implementation of the recommendation.


http://hl7.org/fhir/us/vitals/StructureDefinition-vital-signs-panel.html
http://hl7.org/fhir/us/vitals/StructureDefinition-vital-signs-panel.html
http://hl7.org/fhir/us/vitals/StructureDefinition-vital-signs-panel.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-bmi-for-age.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-bmi-for-age.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-bmi-for-age.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-weight-for-height.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-weight-for-height.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-weight-for-height.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-pediatric-weight-for-height.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-medicationrequest.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-medicationrequest.html
https://build.fhir.org/ig/HL7/US-Core/StructureDefinition-us-core-medicationrequest.html
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://www.ncpdp.org/NCPDP/media/pdf/SCRIPT-Implementation-Recommendations.pdf
https://www.drummondgroup.com/services/pediatric-ehr-certification/
https://www.drummondgroup.com/services/pediatric-ehr-certification/

Technical

e Develop computable, interoperable guidelines for pediatric single-dose ranges using HL7
FHIR Clinical Reasoning module or CDS hooks to standardize alert logic and ensure
consistent implementation across EHRs and pharmacy systems.

e Create machine-readable single-dose range artifacts to be updated without reprogramming,
allowing for rapid incorporation of updated clinical guidelines.

e Use the United States Core Data for Interoperability (USCDI), Version 3 (October 2022
Errata), noted above, with standardized codes to ensure calculation accuracy. Relevant
United States Core Data for Interoperability (USCDI), Version 3 (October 2022 Errata) data
elements include BMI percentile for patients from two to 20 years old, weight-for-length
percentile for patients from birth to 24 months, and head occipital-frontal circumference

percentile for patients from birth to 36 months.
Clinical

e Consider addressing single-dose ranges for patients outside standard growth curves,
including those with malnutrition, underweight, or obesity.

e Ensure alerts are actionable, context-aware, and embedded in the prescribing workflow
without creating alert fatigue.

Financial

e Recognize third-party dose calculation tools or CDS modules may have licensing or
subscription costs; design solutions minimizing financial barriers while maintaining safety and
compliance.


https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf

RECOMMENDATION 7: CREATE TRANSFERRABLE ACCESS
AUTHORITY

Description

The authority of care team members to access a pediatric patient’s record may change over time based on
changes to a patient’s status (e.g., entry into foster care, parental divorce, patient's emancipation). Developers
may build for flexibility to be able to accommodate this dynamic access control as care team members’ roles
and their authority to access health information changes. For example, state law and court orders may
determine when emancipation occurs based on a patient’s age or the presence of specific circumstances (e.g.,
active military status). Health IT products may need to support automatic and manual control of this feature to
enable compliance. To accommodate varying regulations and requirements in this area, developers could rely
on dynamic enforcement of policies rather than hard-wiring individual state, local, or organizational policies so

changes to policies over time can be accommodated without the burden of new software releases.

ONC Health IT Certification Program Criteria and Standards Alignment

Criteria

Application
access - all data
request

Section

§ 170.315(9)(9)

Regulatory
Standard

United States Core

Standards Version Other Standards
Advancement
Process Approved

Standard

United States Core

Data for

Interoperability
(USCDI), Version 3

Data for

Interoperability
(USCDI), Version 3.1

(October 2022 (June 2025)
Errata)

United States Core
HL7® Data for
Implementation Interoperability
Guide for CDA® (USCDI), Version 5
Release 2: (March 2025 Errata)
Consolidated CDA®
Template (C-

CDA) for Clinical
Notes (US Realm),
Draft Standard for
Trial Use, August
2015, June 2019

(with Errata)

HL7® Consolidated
CDA® (C-CDA) 4.0.0
— STU 4 (US Realm)

June 2025



https://www.healthit.gov/test-method/application-access-all-data-request
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Criteria

Transitions of care

Section

§ 170.315(b)(1)

Regulatory
Standard

HL7® CDA® R2
Implementation
Guide: C-CDA
Templates for
Clinical Notes STU
Companion Guide,
Release 4.1 - US
Realm (June 2023)

ONC Applicability

Standards Version Other Standards
Advancement
Process Approved

Standard

United States Core

Statement for
Secure Health
Transport, Version

Data for

Interoperability
(USCDI), Version 3.1

1.2 August 2015

(June 2025)

ONC

Implementation
Guide for Direct

United States Core
Data for
Interoperability

Edge Protocols,

(USCDI), Version 5

Version 1.1, June

(March 2025 Errata)

25, 2014

United States Core
Data for
Interoperability
(USCDI), Version 3
(October 2022
Errata)

IHE IT Infrastructure

Technical
Framework Volume

2b (ITI TE- 2b)
HL7®
Implementation

HL7® Consolidated
CDA® (C-CDA)4.0.0
—STU 4 (US Realm)
(June 2025)



https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.healthit.gov/test-method/transitions-care
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Criteria

Security tags -
summary of care -
send

Section

§ 170.315(b)(7)

Regulatory
Standard

Guide for CDA®
Release 2.1:
Consolidated CDA®
Template (C-

CDA) for Clinical
Notes (US Realm),
Draft Standard for
Trial Use, August
2015, June 2019

(with Errata)

HL7® CDA® R2
Implementation
Guide: C-CDA
Templates for
Clinical Notes STU
Companion Guide,
Release 4.1 - US
Realm (June 2023)

SNOMED CT®
U.S. Edition, March
2022 Release

Standards Version
Advancement
Process Approved
Standard

ICD-10-CM

HL7® HL7® Consolidated
Implementation CDA® (C-CDA) 4.0.0
Guide for CDA® —STU 4 (US Realm)
Release 2.1: (June 2025)

Consolidated CDA®
Template (C-CDA)
for Clinical Notes
(US Realm), Draft
Standard for Trial
Use, August 2015,

Other Standards


https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.nlm.nih.gov/healthit/snomedct/us_edition.html
https://www.nlm.nih.gov/healthit/snomedct/us_edition.html
https://www.nlm.nih.gov/healthit/snomedct/us_edition.html
http://www.cms.gov/Medicare/Coding/ICD10/index.html
https://www.healthit.gov/test-method/security-tags-summary-care-send
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Criteria

Security tags -
summary of care -
receive

Standardized API
for patient and
population
services

Section

§ 170.315(b)(8)

Regulatory
Standard

June 2019 (with
Errata)

HL7®

Implementation
Guide: Data
Segmentation for
Privacy (DS4P
Release 1

HL7®

§ 170.315(g)(10)

Implementation
Guide for CDA®

Standards Version
Advancement
Process Approved
Standard

HL7® Consolidated

CDA® (C-CDA) 4.0.0

—STU 4 (US Realm)

Release 2.1:
Consolidated CDA®
Template (C-CDA)
for Clinical Notes
(US Realm), Draft
Standard for Trial
Use, August 2015,
June 2019 (with
Errata)

HL7®

Implementation
Guide: Data

Segmentation for

Privacy (DS4P),

Release 1

HL7® Version 4.0.1

(June 2025)

HL7® FHIR® US

FHIR® Release 4

Core Implementation

HL7® FHIR® US
Core
Implementation

Guide STU 8.0.0
(June 2025)

United States Core
Data for

Other Standards


https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
https://www.healthit.gov/test-method/security-tags-summary-care-receive
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=354
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://www.healthit.gov/test-method/standardized-api-patient-and-population-services
http://hl7.org/fhir/directory.html
http://hl7.org/fhir/directory.html
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf

Criteria

Section

Implementation Resources

Regulatory
Standard

Guide STU 6.1.0

Standards Version
Advancement
Process Approved
Standard

Interoperability

(June 2023)

United States Core
Data for

Interoperability
(USCDI), Version 3

(USCDI), Version 3.1

(June 2025)

United States Core
Data for
Interoperability

(October 2022
Errata)

HL7® FHIR® Bulk
Data Access (Flat
FHIR®) (V1.0.0:STU

1)

HL7® SMART App
Launch

Implementation
Guide Release 2.0.0

OpenlD Connect
Core 1.0
incorporating errata
set1

(USCDI), Version 5
(March 2025 Errata)

HL7® FHIR® Bulk
Data Access (Flat
FHIR®) (v2.0.0: STU

2)

HL7® FHIR® US
Core Implementation
Guide STU 7.0.0,

May 2024

HL7 FHIR® US Core

Implementation
Guide STU 8.0.0

Other Standards

Resource

HL7® EHR-System

Description

This specification defines the functions and conformance criteria an EHR must meet
to support pediatric developmental screening, follow-up, and related care processes.
This specification aligns with established practices and provides standards essential
for capturing, reporting, and exchanging developmental screening data. This profile

Functional Model
Release 2.1
Functional Profile:
Pediatric Health Care



https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593

Resource

IT Release 1 - US
Realm

HL7® FHIR® Clinical
Reasoning Module

HL7® FHIR® Scalable

Consent Management
Implementation Guide

Integrating the
Healthcare Enterprise

(IHE) Privacy Consent
on FHIR® (PCF)
Profile

Description

can be implemented in conjunction with other HL7 standards (e.g., FHIR, CDA) to
enhance interoperability and ensure pediatric-specific requirements are met.

This specification provides resources and operations to enable the representation,
distribution, and evaluation of clinical knowledge through artifacts, including CDS
rules, quality measures, public health indicators, order sets, clinical protocols, and
evidence summaries. Clinical reasoning involves the representation and encoding of
clinical knowledge for integration into clinical systems and can include determining
whether a particular section of an order set could appear based on specific
conditions, if care pathways are more complex (e.g., multiple chronic conditions).

This specification defines FHIR-based patterns, profiles, and high-level API
operations to manage patient consent workflows, including requesting, delegating,
revoking, and reviewing consent, and querying enforcement decisions. Known as the
“consent ceremony,” it enables health systems to determine who is authorized to
access a patient’s data in a scalable, real-time consent management framework.

This specification provides support for patient privacy consent and access control
where FHIR APls are used to access Document Sharing IHEs. This profile includes
guidance on consent handling, aligning with the IHE Mobile Health Document
Sharing Implementation Guide.

Other Technical Resources and Tools

Resource/Tool

Pediatric Health IT
Certification

Description

The Drummond Group established a voluntary certification program for pediatric
products in 2022 with testable criteria aligned to ONC guidance and relevant HL7
standards. The program supports the implementation of evidence-based practices in
pediatric care and provides developers with clear guidance on functionalities
essential to pediatric clinicians.

Other Considerations

The following considerations could be of interest to developers and represent opportunities for future growth in

the implementation of the recommendation.

Technical

e Implement configurable, metadata-driven access control to automatically adjust based on a
pediatric patient’s status (e.g., emancipation, foster care placement) and jurisdictional or state
laws without requiring a code change.


https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://build.fhir.org/ig/HL7/fhir-consent-management/
https://build.fhir.org/ig/HL7/fhir-consent-management/
https://build.fhir.org/ig/HL7/fhir-consent-management/
https://profiles.ihe.net/ITI/PCF/index.html
https://profiles.ihe.net/ITI/PCF/index.html
https://profiles.ihe.net/ITI/PCF/index.html
https://profiles.ihe.net/ITI/PCF/index.html
https://profiles.ihe.net/ITI/PCF/index.html
https://profiles.ihe.net/ITI/MHDS/
https://profiles.ihe.net/ITI/MHDS/
https://www.drummondgroup.com/services/pediatric-ehr-certification/
https://www.drummondgroup.com/services/pediatric-ehr-certification/

Developers may be able to leverage relevant interoperability standards, including HL7 FHIR
Security Labels, consent resources, and delegation patterns from the IHE FHIR PCF (noted
in the above table on implementation resources) and the FHIR at Scale Taskforce (FAST)
Scalable Consent Management Implementation Guide (noted in the above table on
implementation resources) to model and enforce changes in access authority; however,
these resources does not cover all consent use cases. Developers could monitor future
releases of the IHE FHIR PCF for support on more advanced consents.

Ensure access authority changes apply at the patient, encounter, or data-element level to
prevent overexposure or information blocking.


https://build.fhir.org/security-labels.html
https://build.fhir.org/security-labels.html

RECOMMENDATION 8: ASSOCIATE MATERNAL HEALTH
INFORMATION AND DEMOGRAPHICS WITH NEONATAL
HEALTH

Description

Pediatric clinicians may benefit from referencing maternal health and demographic information during the
evaluation and care of patients in the neonatal period and beyond. Developers could ensure pediatric clinicians
have the necessary authorizations and permissions to access a minimum maternal data set in EHRs or other
information systems critical to pediatric care. A minimum data set could include maternal infections,
immunizations, blood type, maternal substance use, behavioral health disorders, heritable genetic conditions,
and upstream drivers of health.

ONC Health IT Certification Program Criteria and Standards Alignment

Criteria Section Regulatory Standards Version Other Standards
Standard Advancement
Process Approved
Standard
Care plan §170.315(b)(9) HL7® HL7® Consolidated
Implementation CDA® (C-CDA)4.0.0
Guide for CDA® —STU 4 (US Realm)
Release 2: (June 2025)
Consolidated CDA®
Template (C-

CDA) for Clinical
Notes (US Realm),
Draft Standard for
Trial Use, August
2015, June 2019

(with Errata)

HL7® CDA® R2
Implementation
Guide: C-CDA®
Templates for
Clinical Notes STU
Companion Guide,
Release 4.1 - US
Realm (June 2023)



https://www.healthit.gov/test-method/care-plan
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Regulatory
Standard

SNOMED CT®,

Criteria Section

Patient §170.315(a)(5)
demographics and

observations

Family health §170.315(a)(12)
history

Application access §170.315(q)(9)

- all data request

U.S. Edition (March
2022)

United States Core
Data for
Interoperability
(USCDI), Version 3
(October 2022
Errata)

HL7®
Implementation
Guide for CDA®
Release 2:
Consolidated CDA®
Template (C-
CDA) for Clinical
Notes (US Realm),
Draft Standard for
Trial Use, August
2015, June 2019

(with Errata)

Standards Version Other Standards

Advancement
Process Approved
Standard

United States Core
Data for
Interoperability
(USCDI), Version 3.1

(June 2025)

United States Core
Data for
Interoperability
(USCDI), Version 5
(March 2025 Errata)

United States Core
Data for

Interoperability
(USCDI), Version 3.1

June 2025

United States Core
Data for
Interoperability
(USCDI), Version 5
(March 2025 Errata)

HL7® Consolidated
CDA® (C-CDA) 4.0.0
— STU 4 (US Realm)

June 2025



https://www.healthit.gov/test-method/demographics
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/test-method/family-health-history
https://confluence.ihtsdotools.org/pages/viewpage.action?pageId=137254798
https://confluence.ihtsdotools.org/pages/viewpage.action?pageId=137254798
https://confluence.ihtsdotools.org/pages/viewpage.action?pageId=137254798
https://www.healthit.gov/test-method/application-access-all-data-request
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Criteria

Transitions of care

Section

§170.315(b)(1)

Regulatory
Standard

HL7® CDA® R2
Implementation
Guide: C-CDA
Templates for
Clinical Notes STU
Companion Guide,
Release 4.1 - US
Realm (June 2023)

ONC Applicability

Standards Version
Advancement
Process Approved
Standard

United States Core

Statement for
Secure Health
Transport, Version

Data for

Interoperability
(USCDI), Version 3.1

1.2 August 2015

(June 2025)

ONC

Implementation
Guide for Direct

United States Core
Data for
Interoperability

Edge Protocols,

(USCDI), Version 5

Version 1.1, June

(March 2025 Errata)

25, 2014

United States Core

HL7® Consolidated
CDA® (C-CDA) 4.0.0

Data for

Interoperability
(USCDI), Version 3

(October 2022
Errata)

IHE IT Infrastructure

Technical

Framework Volume

2b (ITI TE- 2b)

Health Level 7
(HL7®)

—STU 4 (US Realm)
(June 2025)

Other Standards


https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.healthit.gov/test-method/transitions-care
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
http://wiki.directproject.org/file/view/Applicability+Statement+for+Secure+Health+Transport+v1.2.pdf
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://hhsgov-my.sharepoint.com/personal/aisha_hasan_hhs_gov/Documents/ASTP%20Global%20Health%20IT/Pediatric%20IR%20Documents%20-%20Final/ONC%20Implementation%20Guide%20for%20Direct%20Edge%20Protocols,%20Version%201.1,%20June%2025,%202014
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.ihe.net/Technical_Framework/upload/IHE_ITI_TF_Rev7-0_Vol2b_FT_2010-08-10.pdf
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Criteria

Section

Regulatory Standards Version

Standard Advancement
Process Approved
Standard

Implementation

Guide for CDA®

Release 2: IHE

Health Story

Consolidation
DSTU Release 1.1
(US Realm) Draft
Standard for Trial

Use July 2012

HL7®
Implementation
Guide for CDA®
Release 2.1:
Consolidated CDA®
Template (C-
CDA) for Clinical
Notes (US Realm),
Draft Standard for
Trial Use, August
2015, June 2019

(with Errata)

HL7® CDA® R2
Implementation
Guide: C-CDA
Templates for
Clinical Notes STU
Companion Guide,
Release 4.1 - US
Realm (June 2023)

SNOMED CT®
U.S. Edition, March
2022 Release

Other Standards


http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
http://www.hl7.org/implement/standards/product_brief.cfm?product_id=492
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.nlm.nih.gov/healthit/snomedct/us_edition.html
https://www.nlm.nih.gov/healthit/snomedct/us_edition.html
https://www.nlm.nih.gov/healthit/snomedct/us_edition.html

Criteria Section

Social, §170.315(a)(15)

Regulatory
Standard

ICD-10-CM

LOINC® Database

psychological, and
behavioral data

Standardized APl  §170.315(g)(10)

version 2.72

February 2022

UCUM Revision 2.1
(November 2017)

HL7® Version 4.0.1

Standards Version
Advancement
Process Approved
Standard

HL7® FHIR® US

for patient and
population
services

FHIR® Release 4

Core Implementation

HL7® FHIR® US
Core

Implementation
Guide STU 6.1.0

Guide STU 8.0.0
(June 2025)

United States Core
Data for

June 2023

United States Core
Data for

Interoperability
(USCDI), Version 3

Interoperability
(USCDI), Version 3.1

June 2025

United States Core
Data for

October 2022
Errata)

HL7® FHIR® Bulk
Data Access (Flat
FHIR®) (V1.0.0:STU

1)

HL7® SMART App
Launch

Implementation
Guide Release 2.0.0

Interoperability
(USCDI), Version 5

(March 2025 Errata)

HL7® FHIR® Bulk
Data Access (Flat
FHIR®) (v2.0.0: STU

2)

HL7® FHIR® US
Core Implementation

Other Standards


http://www.cms.gov/Medicare/Coding/ICD10/index.html
https://www.healthit.gov/test-method/social-psychological-and-behavioral-data
https://loinc.org/kb/release-notes-archive/2.72
https://loinc.org/kb/release-notes-archive/2.72
https://loinc.org/kb/release-notes-archive/2.72
https://ucum.org/
https://ucum.org/
https://www.healthit.gov/test-method/standardized-api-patient-and-population-services
http://hl7.org/fhir/directory.html
http://hl7.org/fhir/directory.html
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/

Criteria Section Regulatory Standards Version Other Standards

Standard Advancement
Process Approved
Standard

OpenlD Connect Guide STU 7.0.0,

Core 1.0 May 2024

incorporating errata

set1

HL7 FHIR® US Core

Implementation
Guide STU 8.0.0

Implementation Resources

Resource

HL7® EHR-System
Functional Model

Release 2.1 Functional
Profile: Pediatric Health

Care IT Release 1 - US
Realm

HL7® FHIR® Clinical
Reasoning Module

HL7® Vital Records
Common Library

(VRCL) FHIR®

Implementation Guide

Description

This specification defines the functions and conformance criteria an EHR must
meet to support pediatric developmental screening, follow-up, and related care
processes. This specification aligns with established practices and provides
standards essential for capturing, reporting, and exchanging developmental
screening data. This profile can be implemented in conjunction with other HL7
standards (e.g., FHIR, CDA) to enhance interoperability and ensure pediatric-
specific requirements are met. This specification also defines how pertinent
maternal history elements can be incorporated and represented for inclusion in a
pediatric EHR.

This specification provides resources and operational guidance to enable the
representation, distribution, and evaluation of clinical knowledge through artifacts,
including CDS rules, quality measures, public health indicators, order sets, clinical
protocols, and evidence summaries. Clinical reasoning involves the representation
and encoding of clinical knowledge for integration into clinical systems and can
include determining whether a particular section of an order set could appear
based on specific conditions, if care pathways are more complex (e.g., multiple
chronic conditions), or if segmenting access to information on maternal health.

This specification provides a standard set of profiles and value sets for the
exchange of Vital Records information, including from Birth and Fetal Death
Reporting, Birth Defects Reporting, Medicolegal and Death Investigation, and Vital

Records Death Reporting.

(IG)


https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://build.fhir.org/ig/HL7/vr-common-library/index.html
https://build.fhir.org/ig/HL7/vr-common-library/index.html
https://build.fhir.org/ig/HL7/vr-common-library/index.html
https://build.fhir.org/ig/HL7/vr-common-library/index.html
https://build.fhir.org/ig/HL7/vr-common-library/index.html
http://hl7.org/fhir/us/bfdr/
http://hl7.org/fhir/us/bfdr/
https://build.fhir.org/ig/HL7/fhir-birthdefectsreporting-ig/
https://hl7.org/fhir/us/mdi
http://hl7.org/fhir/us/vrdr/
http://hl7.org/fhir/us/vrdr/

Other Technical Resources and Tools

Resource/Tool

National Vital Statistics
System - Linked Birth and

Infant Death Data

Trends in Mental,
Behavioral, and
Developmental Disorders
Among Children and
Adolescents in the US,
2016-2021

Pediatric Health IT
Certification

Other Considerations

Description

The National Vital Statistics System links birth and infant death data to help
analyze relationships between infant mortality and birth risk factors. By combining
birth certificate variables (e.g., maternal origin, gestational age, prenatal care
usage, maternal education, marital status, and maternal smoking), researchers
can conduct more detailed mortality analyses.

This research examines trends in mental, behavioral, and developmental
disorders among U.S. children and adolescents. Highlights factors associated
with poor health and well-being, and outlines risk factors and prevention
strategies to support early intervention.

The Drummond Group established a voluntary certification program for pediatric
products in 2022 with testable criteria aligned to ONC guidance and relevant HL7
standards. The program supports the implementation of evidence-based
practices in pediatric care and provides developers with clear guidance on
functionalities essential to pediatric clinicians.

The following considerations could be of interest to developers and represent opportunities for future growth in

the implementation of the recommendation.

Technical

e While the HL7 VRCL FHIR IG (noted in the above table on implementation resources)
supports maternal-newborn record linkages, no implementation guide exists for pediatric care
scenarios detailing how to link maternal and newborn records across EHRs or share maternal
data between pediatric clinicians.

o Data linkage can break when treatment settings change (e.g., hospital to outpatient).
Developers can design solutions to maintain record associations across systems,
organizations, and care transitions.

e Implement data segmentation, consent management, and access controls to ensure parental
access to neonatal records does not unintentionally expose protected maternal information,
particularly in cases of separated or divorced parents.

¢ Include metadata indicating the maternal relationship type (e.g., biological, surrogate,
adoptive, foster) and provenance for each linked data element to improve clinical clarity and
reduce misinterpretation.


https://www.cdc.gov/nchs/nvss/linked-birth.htm
https://www.cdc.gov/nchs/nvss/linked-birth.htm
https://www.cdc.gov/nchs/nvss/linked-birth.htm
https://www.cdc.gov/pcd/issues/2024/24_0142.htm
https://www.cdc.gov/pcd/issues/2024/24_0142.htm
https://www.cdc.gov/pcd/issues/2024/24_0142.htm
https://www.cdc.gov/pcd/issues/2024/24_0142.htm
https://www.cdc.gov/pcd/issues/2024/24_0142.htm
https://www.cdc.gov/pcd/issues/2024/24_0142.htm
https://www.drummondgroup.com/services/pediatric-ehr-certification/
https://www.drummondgroup.com/services/pediatric-ehr-certification/

RECOMMENDATION 9: TRACK INCOMPLETE PREVENTIVE
CARE OPPORTUNITIES

Description

Pediatric care guidelines specify age-based preventive services, including well visits, screenings, and
immunizations. Developers could enable systems to identify overdue or upcoming preventive care by building
alerts for pediatric clinicians during patient visits, including when they are due for recommended preventive care
(e.g., screenings, immunizations). Developers could support pediatric clinicians’ proactive outreach by building
population-level queries to find pediatric patients who have missed preventive services. Health IT features,
including alerts and patient identification, may leverage standards-based CDS and interoperable data exchange,
with configurable, computable logic to accommodate evolving guidelines.

ONC Health IT Certification Program Criteria and Standards Alignment

Criteria Section Regulatory Standard Standards Version Other Standards
Advancement
Process Approved
Standard
Care plan § 170.315(b)(9) HL7® Implementation = HL7® Consolidated
Guide for CDA® CDA® (C-CDA)
Release 2: 4.0.0-STU 4 (US

Consolidated CDA® Realm) (June 2025)
Template (C-CDA) for

Clinical Notes (US

Realm), Draft

Standard for Trial Use,

August 2015, June

2019 (with Errata)

HL7® CDA® R2
Implementation Guide:
C-CDA® Templates
for Clinical Notes STU
Companion Guide,
Release 4.1 - US
Realm (June 2023)

Family health § 170.315(a)(12) SNOMED CT®, U.S.
history Edition (March 2022)



https://www.healthit.gov/test-method/care-plan
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://www.healthit.gov/test-method/family-health-history
https://confluence.ihtsdotools.org/pages/viewpage.action?pageId=137254798
https://confluence.ihtsdotools.org/pages/viewpage.action?pageId=137254798

Criteria

Application
access - all
data request

Decision
support
interventions

Section Regulatory Standard Standards Version Other Standards
Advancement
Process Approved
Standard

§ 170.315(g)(9) United States Core United States Core
Data for Data for
Interoperability Interoperability
(USCDI), Version 3 (USCDI), Version
(October 2022 Errata) 3.1 (June 2025)

HL7® Implementation  United States Core

Guide for CDA® Data for

Release 2: Interoperability

Consolidated CDA® (USCDI), Version 5

Template (C-CDA) for  (March 2025 Errata)

Clinical Notes (US

Realm), Draft )

Standard for Trial Use, HL7® Consolidated

August 2015, June shnsin LU

2019 (with Errata) 2.0.0-5TU4(US
Realm) (June 2025)

HL7® CDA® R2

Implementation Guide:

C-CDA Templates for

Clinical Notes STU

Companion Guide,

Release 4.1 - US

Realm (June 2023)

§ 170.315 (b)(11) United States Core United States Core HL7® FHIR®
Data for Data for Clinical Decision
Interoperability Interoperability Support (CDS)
(USCDI), Version 3 (USCDI), Version Hooks

(October 2022 Errata)

3.1 (June 2025)

Implementation

United States Core
Data for
Interoperability
(USCDI), Version 5
(March 2025 Errata)

Guide STU 2 (March
2025)



https://www.healthit.gov/test-method/application-access-all-data-request
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://www.healthit.gov/test-method/decision-support-interventions
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/

Criteria

Social,
psychological,
and behavioral
data

Standardized
API for patient
and population
services

Section

§ 170.315(a)(15)

Regulatory Standard

LOINC® Database

§ 170.315(g)(10)

version 2.72 (February

2022)

UCUM Revision 2.1
(November 2017)

HL7® Version 4.0.1

Standards Version
Advancement
Process Approved
Standard

HL7® FHIR® US

FHIR® Release 4

HL7® FHIR® US Core
Implementation Guide
STU 6.1.0 (June

2023)

United States Core
Data for
Interoperability
(USCDI), Version 3
(October 2022 Errata)

Core

Implementation
Guide STU 8.0.0

(June 2025)

United States Core
Data for

Interoperability
(USCDI), Version

3.1 (June 2025)

United States Core

HL7® FHIR® Bulk
Data Access (Flat
FHIR®) (V1.0.0:STU

b}

HL7® SMART App
Launch
Implementation Guide
Release 2.0.0

OpenlD Connect Core
1.0 incorporating
errata set 1

Data for
Interoperability
(USCDI), Version 5
(March 2025 Errata)

HL7® FHIR® Bulk
Data Access (Flat
FHIR®) (v2.0.0:
STU 2)

HL7® FHIR® US
Core

Implementation
Guide STU 7.0.0,

May 2024

Other Standards


https://www.healthit.gov/test-method/social-psychological-and-behavioral-data
https://loinc.org/kb/release-notes-archive/2.72
https://loinc.org/kb/release-notes-archive/2.72
https://loinc.org/kb/release-notes-archive/2.72
https://ucum.org/
https://ucum.org/
https://www.healthit.gov/test-method/standardized-api-patient-and-population-services
http://hl7.org/fhir/directory.html
http://hl7.org/fhir/directory.html
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://hl7.org/fhir/us/core/STU6.1/
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/uv/bulkdata/STU1.0.1/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://openid.net/specs/openid-connect-core-1_0.html
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://build.fhir.org/ig/HL7/US-Core/
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
http://hl7.org/fhir/uv/bulkdata/STU2/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/

Criteria

Section

Standards Version  Other Standards
Advancement
Process Approved

Standard

Regulatory Standard

HL7 FHIR® US
Core

Implementation
Guide STU 8.0.0

Implementation Resources

Resource

HL7® EHR-System
Functional Model
Release 2.1
Functional Profile:
Pediatric Health Care
IT Release 1 - US
Realm

HL7® FHIR® Clinical
Reasoning Module

2025 Core Set of
Children’s Health
Care Quality
Measures for
Medicaid and
Children’s Health
Insurance Program

(CHIP)

Description

This specification defines the functions and conformance criteria an EHR must meet
to support pediatric developmental screening, follow-up, and related care processes.
This specification aligns with established practices and provides standards essential
for capturing, reporting, and exchanging developmental screening data. This profile
can be implemented in conjunction with other HL7 standards (e.g., FHIR, CDA) to
enhance interoperability and ensure pediatric-specific requirements are met.

This specification provides resources and operational guidance to enable the
representation, distribution, and evaluation of clinical knowledge through artifacts,
including CDS rules, quality measures, public health indicators, order sets, clinical
protocols, and evidence summaries. Clinical reasoning involves the representation
and encoding of clinical knowledge for integration into clinical systems and can
include determining whether a particular section of an order set could appear based
on specific conditions or if care pathways are more complex (e.g., multiple chronic
conditions). This specification includes a quality reporting component offering
opportunities to implement the reporting aspects of retrospective and prospective
identification of patients who have missed preventive care or may benefit from
preventive services or well visits in the future.

This resource includes a standardized set of health care quality measures used by
CMS, jurisdictions, and states to measure and improve outcomes for Medicaid and
CHIP beneficiaries.


https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://www.medicaid.gov/medicaid/quality-of-care/downloads/2025-child-core-set.pdf
https://www.medicaid.gov/medicaid/quality-of-care/downloads/2025-child-core-set.pdf
https://www.medicaid.gov/medicaid/quality-of-care/downloads/2025-child-core-set.pdf
https://www.medicaid.gov/medicaid/quality-of-care/downloads/2025-child-core-set.pdf
https://www.medicaid.gov/medicaid/quality-of-care/downloads/2025-child-core-set.pdf
https://www.medicaid.gov/medicaid/quality-of-care/downloads/2025-child-core-set.pdf
https://www.medicaid.gov/medicaid/quality-of-care/downloads/2025-child-core-set.pdf
https://www.medicaid.gov/medicaid/quality-of-care/downloads/2025-child-core-set.pdf

Resource

HL7® FHIR®
Resource: Flag

Description

This specification enables CDS by identifying patients who have gaps in preventive
care, using clinical data, including problem lists, laboratory results, immunization
records, and other evidence-based clinical findings.

Other Technical Resources and Tools

Resource/Tool

ONC Decision
Support Interventions

Certification Criterion

Description

This resource provides guidance on the updated certification criterion for Decision
Support Intervention, 170.315(b)(11), replacing the previous CDS criterion
170.315(a)(9). This update responds to the emergence of artificial intelligence (Al)

Pediatric Health IT
Certification

and machine learning (ML)-based predictive algorithms in health care, and
establishes requirements to ensure transparency, safety, and appropriate use of
these technologies in clinical decision-making.

The Drummond Group established a voluntary certification program for pediatric
products in 2022 with testable criteria aligned to ONC guidance and relevant HL7
standards. The program supports the implementation of evidence-based practices in
pediatric care and provides developers with clear guidance on functionalities
essential to pediatric clinicians.

Other Considerations
The following considerations could be of interest to developers and represent opportunities for future growth in

the implementation of the recommendation.

Technical

¢ Limited implementation guidance exists for identifying patients who miss or are at risk of

missing preventive care visits, including utilization of predictive modeling. Developers could
design solutions using existing FHIR and CDS hooks patterns while advocating for
standardized guidance.

e Develop interoperable, machine-readable representations of the preventive care guidelines to

enable consistent deployment across EHRs, reduce custom implementation costs, and
streamline updates when guidelines change.

e Build configurable rules engines with adjustable time, frequency, and scope of alerts based
on local priorities, patient population needs, and evolving evidence.


https://build.fhir.org/flag.html
https://build.fhir.org/flag.html
https://www.healthit.gov/sites/default/files/page/2024-05/DSI-Criterion-Resource-Guide_508.pdf
https://www.healthit.gov/sites/default/files/page/2024-05/DSI-Criterion-Resource-Guide_508.pdf
https://www.healthit.gov/sites/default/files/page/2024-05/DSI-Criterion-Resource-Guide_508.pdf
https://www.healthit.gov/test-method/decision-support-interventions
https://www.healthit.gov/test-method/clinical-decision-support-cds
https://www.drummondgroup.com/services/pediatric-ehr-certification/
https://www.drummondgroup.com/services/pediatric-ehr-certification/

Clinical

e Collaborate with pediatric clinicians and public health experts to determine when exposures,
conditions, or risk factors warrant a preventive care intervention and ensure alerts reflect
those pathways.



RECOMMENDATION 10: CREATE EHR FLAGS FOR SPECIAL
HEALTH CARE NEEDS

Description

Pediatric patients with special health care needs are not consistently identified through standard code systems.
Developers could design functionalities allowing pediatric clinicians to identify and flag these patients based on
multiple data sources, including problem lists, lab results, care plans, or registry data. Developers could build for
flexibility to accommodate variations in definitions across care settings (e.g., specialty care vs. primary care).
Developers could create and manage flags for special health care needs in clinical workflows of EHRs and
related systems by using HL7 FHIR Flag resources, ensuring the flags are visible, interoperable, and persistent
across encounters and care settings. Developers may accommodate for indicators of medical complexity and
integrate those with population health and care coordination tools.

ONC Health IT Certification Program Criteria and Standards Alignment

Criteria Section Regulatory Standards Version Other Standards
Standard Advancement
Process Approved
Standard
Care plan § 170.315(b)(9) HL7® HL7® Consolidated
Implementation CDA® (C-CDA) 4.0.0
Guide for CDA® — STU 4 (US Realm)
Release 2: (June 2025)
Consolidated CDA®
Template (C-

CDA) for Clinical
Notes (US Realm),
Draft Standard for
Trial Use, August
2015, June 2019

(with Errata)

HL7® CDA® R2

Implementation
Guide: C-CDA
Templates for Clinical
Notes STU
Companion Guide,



https://www.healthit.gov/test-method/care-plan
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Criteria

Decision support

interventions

SNOMED CT®, U.S.

Family health § 170.315(a)(12)
history
Application § 170.315(q)(9)

Edition (March 2022)

United States Core

United States Core
Data for
Interoperability
(USCDI), Version 5
(March 2025 Errata)

United States Core

access - all data
request

Data for

Interoperability
(USCDI), Version 3

Data for

Interoperability
(USCDI), Version 3.1

October 2022
Errata)

HL7®
Implementation
Guide for CDA®
Release 2:
Consolidated CDA®
Template (C-
CDA) for Clinical
Notes (US Realm),
Draft Standard for
Trial Use, August
2015, June 2019

(with Errata)

June 2025

United States Core
Data for
Interoperability
(USCDI), Version 5
(March 2025 Errata)

HL7® Consolidated
CDA® (C-CDA) 4.0.0

—STU 4 (US Realm)
(June 2025)

Section Regulatory Standards Version Other Standards
Standard Advancement
Process Approved
Standard
Release 4.1 - US
Realm (June 2023)
§ 170.315 (b)(11) United States Core United States Core HL7® FHIR®
Data for Data for Clinical Decision
Interoperability Interoperability Support (CDS)
(USCDI), Version 3 (USCDI), Version 3.1 Hooks
(October 2022 (June 2025) Implementation
Errata) Guide STU 2
(March 2025)


https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.healthit.gov/test-method/decision-support-interventions
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://cds-hooks.hl7.org/
https://www.healthit.gov/test-method/family-health-history
https://confluence.ihtsdotools.org/pages/viewpage.action?pageId=137254798
https://confluence.ihtsdotools.org/pages/viewpage.action?pageId=137254798
https://www.healthit.gov/test-method/application-access-all-data-request
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.healthit.gov/isa/sites/isa/files/2022-10/USCDI-Version-3-October-2022-Errata-Final.pdf
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.hl7.org/documentcenter/private/standards/cda/CDAR2_IG_CCDA_CLINNOTES_R1_DSTU2.1_2015AUG_2019JUNwith_errata.zip
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/USCDI-Version-3-1_2025_508.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://www.healthit.gov/isp/sites/isp/files/2024-07/USCDI-Version-5-July-2024-Final.pdf
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/
https://hl7.org/cda/us/ccda/4.0.0/

Criteria

Social,
psychological,
and behavioral
data

Standardized API
for patient and
population
services

Section

§ 170.315(a)(15)

Regulatory
Standard

HL7® CDA® R2

Implementation
Guide: C-CDA

Templates for Clinical

Notes STU
Companion Guide,
Release 4.1 - US
Realm (June 2023)

LOINC® Database

§ 170.315(g)(10)

version 2.72

February 2022

UCUM Revision 2.1
(November 2017)

HL7® Version 4.0.1

Standards Version
Advancement
Process Approved
Standard

HL7® FHIR® US Core

FHIR® Release 4

Implementation Guide

HL7® FHIR® US
Core Implementation

Guide STU 6.1.0

STU 8.0.0 (June
2025)

United States Core

United States Core
Data for
Interoperability
(USCDI), Version 3
(October 2022
Errata)

HL7® FHIR® Bulk
Data Access (Flat
FHIR®) (V1.0.0:STU

1)

Data for

Interoperability
(USCDI), Version 3.1

June 2025

United States Core
Data for
Interoperability
(USCDI), Version 5
(March 2025 Errata)

HL7® FHIR® Bulk
Data Access (Flat

Other Standards


https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=447
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https://build.fhir.org/ig/HL7/US-Core/
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Criteria

Section

Regulatory Standards Version Other Standards
Standard Advancement

Process Approved

Standard

HL7® SMART App FHIR®) (v2.0.0: STU
Launch 2)

Implementation
Guide Release 2.0.0

HL7® FHIR® US Core
Implementation Guide
STU 7.0.0, May 2024

OpenlID Connect
Core 1.0
incorporating errata
set1

HL7 FHIR® US Core
Implementation Guide
STU 8.0.0

Implementation Resources

Resource

HL7® EHR-System
Functional Model
Release 2.1 Functional
Profile: Pediatric Health

Care IT Release 1 - US
Realm

HL7® FHIR® Clinical
Reasoning Module

Description

This specification defines the functions and conformance criteria an EHR must
meet to support pediatric developmental screening, follow-up, and related care
processes. This specification aligns with established practices and provides
standards essential for capturing, reporting, and exchanging developmental
screening data. This profile can be implemented in conjunction with other HL7
standards (e.g., FHIR, CDA) to enhance interoperability and ensure pediatric-
specific requirements are met. To implement this recommendation, developers
could refer to sections on epidemiological investigation and surveillance data
collection.

This specification provides resources and operational guidance to enable the
representation, distribution, and evaluation of clinical knowledge through artifacts,
including CDS rules, quality measures, public health indicators, order sets, clinical
protocols, and evidence summaries. Clinical reasoning involves the
representation and encoding of clinical knowledge for integration into clinical
systems and can include determining whether a particular section of an order set
could appear based on specific conditions or if care pathways are more complex
(e.g., multiple chronic conditions) or if segmenting access to information. This
specification includes a quality reporting component offering the opportunity to
inform the creation of flags for patients who have missed visits or may benefit
from preventive services or future well visits.


https://hl7.org/fhir/smart-app-launch/STU2/
https://hl7.org/fhir/smart-app-launch/STU2/
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http://hl7.org/fhir/uv/bulkdata/STU2/
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https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU7/
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://hl7.org/fhir/us/core/STU8/
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
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https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/implement/standards/product_brief.cfm?product_id=593
https://www.hl7.org/fhir/clinicalreasoning-module.html
https://www.hl7.org/fhir/clinicalreasoning-module.html

Resource

2025 Core Set of
Children’s Health Care
Quality Measures for
Medicaid and CHIP

HL7® FHIR® Resource:

Flag

Description

This resource includes a standardized set of health care quality measures used
by CMS, jurisdictions, and states to measure and improve outcomes for Medicaid
and CHIP beneficiaries.

This specification can support CDS by identifying patients missing preventive
care, using data from problem lists, lab results, and other evidence-based
findings.

Other Technical Resources and Tools

Resource/Tool

ONC Decision Support
Interventions

Certification Criterion

Pediatric Health IT
Certification

Other Considerations

Description

This resource references the updated certification criterion for Decision Support
Intervention or 170.315(b)(11) replacing the previous CDS criterion 170.315(a)(9).
This update responds to the emergence of Al and ML-based predictive algorithms
in health care, and establishes requirements to ensure transparency, safety, and
appropriate use of these technologies in clinical decision-making.

The Drummond Group established a voluntary certification program for pediatric
products in 2022 with testable criteria aligned to ONC guidance and relevant HL7
standards. The program supports the implementation of evidence-based
practices in pediatric care and provides developers with clear guidance on
functionalities essential to pediatric clinicians.

The following considerations could be of interest to developers and represent opportunities for future growth in

the implementation of the recommendation.

Technical

e Capture context for each flag in a structured form (e.g., author, date and time, encounter,
observations, conditions) to support provenance, auditing, and interoperability.

e Ensure FHIR flag resources and associated metadata can be exchanged across EHRs, HIEs,
and registries while maintaining their meaning and context.

e Support creating, updating, resolving, and archiving flags, including clear rules for when a

flag should expire or be reviewed.
e Configure flags so they are visible and actionable to the appropriate care team members

without causing unnecessary alert fatigue.


https://www.medicaid.gov/medicaid/quality-of-care/downloads/2025-child-core-set.pdf
https://www.medicaid.gov/medicaid/quality-of-care/downloads/2025-child-core-set.pdf
https://www.medicaid.gov/medicaid/quality-of-care/downloads/2025-child-core-set.pdf
https://www.medicaid.gov/medicaid/quality-of-care/downloads/2025-child-core-set.pdf
https://build.fhir.org/flag.html
https://build.fhir.org/flag.html
https://www.healthit.gov/sites/default/files/page/2024-05/DSI-Criterion-Resource-Guide_508.pdf
https://www.healthit.gov/sites/default/files/page/2024-05/DSI-Criterion-Resource-Guide_508.pdf
https://www.healthit.gov/sites/default/files/page/2024-05/DSI-Criterion-Resource-Guide_508.pdf
https://www.healthit.gov/test-method/decision-support-interventions
https://www.healthit.gov/test-method/clinical-decision-support-cds
https://www.drummondgroup.com/services/pediatric-ehr-certification/
https://www.drummondgroup.com/services/pediatric-ehr-certification/

Clinical

e Consider incorporating environmental or exposure data (e.g., air quality for asthma) when
flagging special health care needs, while recognizing additional clinical evidence may be
required for certain triggers.

e Account for differences in how special health care needs are defined in primary care,
specialty care, and public health contexts to ensure accurate identification and flagging.



Conclusion

The 2026 Pediatric Health IT IR provides developers with practical guidance to design, build, and optimize
pediatric EHRs and health IT functionalities aligning to current standards, regulatory requirements, and evolving
clinical needs. The recommendations, ranging from medication safety and preventive care tracking to an
appropriate level of maternal-newborn data linkage and special health care needs identification, offer developers
options to enhance interoperability, improve care coordination, and support high-quality, patient-centered
pediatric care. Adoption of these approaches helps ensure pediatric clinicians have the tools and information
needed to deliver safe and effective care for all children.



Acronyms

Acronym Term

ACIP Advisory Committee on Immunization Practices
Al Artificial Intelligence

AIRA American Immunization Registry Association
API Application Programming Interface

ONC Office of the National Coordinator for Health Information Technology
BMI Body Mass Index

CCDS Common Clinical Data Set

CDA Clinical Document Architecture

CDC Centers for Disease Control and Prevention
CDSs Clinical Decision Support

CHIP Children’s Health Insurance Program

CMS Centers for Medicare and Medicaid Services
CQMs Clinical Quality Measures

DSI Decision Support Interventions

EHI Electronic Health Information

EHR Electronic Health Record

FHIR® Fast Healthcare Interoperability Resources
HHS United States Department of Health and Human Services
HIE Health Information Exchange

HL7® International® Health Level Seven International

IS} Immunization Information Systems

IR Informational Resource

ML Machine Learning

ONC-ACBs ONC-Authorized Certification Bodies



Acronym Term

PCHIT Pediatric Care Health Information Technology
SCRIPT Standardized Prescription Interface Transaction
SMART Substitutable Medical Apps, Reusable Technologies
SVAP Standards Version Advancement Process

uDI Unique Device Identifier

USCDI United States Core Data for Interoperability

USCDI+ United States Core Data for Interoperability Plus



References

1. ONC Health IT Certification Standards Version Advancement Process:
https://www.healthit.gov/topic/standards-version-advancement-process-svap

2. ONC Health IT Certification Program: https://www.healthit.gov/topic/certification-ehrs/certification-

health-it

HL7 FHIR Implementation Guide Registry: https://www.fhir.org/quides/reqistry/

Pediatric Health IT Certification: https://www.drummondgroup.com/services/pediatric-ehr-certification/

U.S. Core Implementation Guide: https://hl7.org/FHIR/us/core/uscdi.html

Machine Learning in Pediatric Healthcare: Current Trends, Challenges, and Future Directions:

https://pmc.ncbi.nlm.nih.gov/articles/PMC11818243/

7. Developing a Pediatric EHR Testing & Certification Program in the USA: Initial Phase:
https://pubmed.ncbi.nim.nih.gov/35673185/

ook w



https://www.healthit.gov/topic/standards-version-advancement-process-svap
https://www.healthit.gov/topic/certification-ehrs/certification-health-it
https://www.healthit.gov/topic/certification-ehrs/certification-health-it
https://www.fhir.org/guides/registry/
https://www.drummondgroup.com/services/pediatric-ehr-certification/
https://hl7.org/FHIR/us/core/uscdi.html
https://pmc.ncbi.nlm.nih.gov/articles/PMC11818243/
https://pubmed.ncbi.nlm.nih.gov/35673185/

	2026 Pediatric Health Information Technology: Developer Informational Resource
	Introduction
	PURPOSE AND METHODOLOGY
	CONSIDERATIONS
	Alignment with Health IT Certification Updates
	Final Rules Relevant to Pediatric Health IT
	Core Standards and Technical Criteria
	Certification Expectations for Developers

	HOW TO USE THIS RESOURCE
	LIMITATIONS

	Recommendations
	RECOMMENDATION 1: USE BIOMETRIC-SPECIFIC NORMS FOR GROWTH CURVES AND SUPPORT GROWTH CHARTS FOR CHILDREN
	Description
	ONC Health IT Certification Program Criteria and Standards Alignment
	Implementation Resources
	Other Technical Resources and Tools
	Other Considerations

	RECOMMENDATION 2: COMPUTE WEIGHT-BASED DRUG DOSAGE
	Description
	ONC Health IT Certification Program Criteria and Standards Alignment
	Implementation Resources
	Other Technical Resources and Tools
	Other Considerations

	RECOMMENDATION 3: DOCUMENT ALL GUARDIANS AND CAREGIVERS
	Description
	ONC Health IT Certification Program Criteria and Standards Alignment
	Implementation Resources
	Other Technical Resources and Tools
	Other Considerations

	RECOMMENDATION 4: SEGMENT ACCESS TO INFORMATION
	Description
	ONC Health IT Certification Program Criteria and Standards Alignment
	Implementation Resources
	Other Technical Resources and Tools
	Other Considerations

	RECOMMENDATION 5: SYNCHRONIZE IMMUNIZATION HISTORIES WITH IMMUNIZATION INFORMATION SYSTEMS
	Description
	ONC Health IT Certification Program Criteria and Standards Alignment
	Implementation Resources
	Other Technical Resources and Tools
	Other Considerations

	RECOMMENDATION 6: CHECK AGE- AND WEIGHT-SPECIFIC SINGLE-DOSE RANGES
	Description
	ONC Health IT Certification Program Criteria and Standards Alignment
	Implementation Resources
	Other Technical Resources and Tools
	Other Considerations

	RECOMMENDATION 7: CREATE TRANSFERRABLE ACCESS AUTHORITY
	Description
	ONC Health IT Certification Program Criteria and Standards Alignment
	Implementation Resources
	Other Technical Resources and Tools
	Other Considerations

	RECOMMENDATION 8: ASSOCIATE MATERNAL HEALTH INFORMATION AND DEMOGRAPHICS WITH NEONATAL HEALTH
	Description
	ONC Health IT Certification Program Criteria and Standards Alignment
	Implementation Resources
	Other Technical Resources and Tools
	Other Considerations

	RECOMMENDATION 9: TRACK INCOMPLETE PREVENTIVE CARE OPPORTUNITIES
	Description
	ONC Health IT Certification Program Criteria and Standards Alignment
	Implementation Resources
	Other Technical Resources and Tools
	Other Considerations

	RECOMMENDATION 10: CREATE EHR FLAGS FOR SPECIAL HEALTH CARE NEEDS
	Description
	ONC Health IT Certification Program Criteria and Standards Alignment
	Implementation Resources
	Other Technical Resources and Tools
	Other Considerations


	Conclusion
	Acronyms
	References



