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Research

Why are harmonized terminologies important?

Precise and easily understood communication is a critical requirement for sharing scientific results. To achieve this precision, the data and
information that are collected must be described in unambiguous terms that are readily understood and agreed upon by all. The collection of such
terms, a "harmonized terminology”, must be accurately defined and used consistently by both data generators and data consumers. The rigorous
use of controlled terminologies ensures that results from various research efforts can be communicated, combined, and analyzed as a whole,

+ Find Clinical Trials

+ Guidance for Clinical

Researchers expanding their usefulness.

- Clinical Research
Principles To foster greater accessibility and exchange of information in the Eunice Kennedy Shriver National Institute of Child Health and Human

Development (NICHD) broad clinical research portfolio, the Institute has established an effort to harmonize pediatric terminology for use in current

= Steps Involved in Clinical and future research studies. By harmonizing terms, the NICHD can more easily combine results from its pediatric research efforts with those of
Research Efforts other studies and networks, to broaden scientific understanding and extend the impact of the Institute’s research investment.

- NICHD Clinical Research Utilizing a harmonized pediatric terminology involves an understanding of, and agreement to use, specific definitions for research terms and
Efforts concepts. This agreement ensures that data collected from different studies, centers, or hospitals are all comparable and understandable

(interoperable). The development of a harmonized terminology is a fundamental step toward enabling interoperability and data exchange, which
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Reguiaion infbossion then allows aggregation and comparison of data collected at different times or by different groups, resulting in richer, more comprehensive

- Harmonizing Pediatric analyses. Such a harmonized terminology requires consensus among the user community, in this case pediatric clinicians, to ensure successful
Terminology implementation.
- References & Resources To learn more about NICHD's Pediatric Terminology Harmonization Initiative, browse the links below.
- Certificate of o Pediatric Terminology Harmonization Initiative: Overview
Confidentiality Web Site e Pediatric Terminology: Current Efforts
o Terminology Development Framework
Health Education o Terminology Development Process
Campaigns & Programs o Available Terminology Subsets
» NICHD Pediatric Terminology Publication, Version, and Viewing Information
NICHD Publications ¢ Events and Announcements
» Glossary
Scientific Research » Frequently Asked Questions
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3. Terminology Publication:

After the terminology has been developed, reviewed and approved by the working groups and terminology experts, it is then formatted and
submitted to the NCI EVS curators for publication. NICHD Pediatric Terminology concepts are organized as a subset in the existing NCI
Thesaurus hierarchy. Each concept is assigned a unigue code, term definition, and synonym/ abbreviation. Each concept has one or more
association relationships ("Concept in Subset") for easy retrieval from the terminology. The terminology is maintained by NCI Enterprise
Vocabulary Services (EVS) and hosted on the LexEVS server. The terminology is available in MS Excel tab delimited format on the EVS ftp
site (hitp://evs.nci.nih.gov/ftp1/NICHD/About.htmi)

The terminology version is also available for download in OWL format from the National Center for Biomedical Cntology (NCBQ) BioPortal
£, and is available to the broad research community, for browsing and commenting.

4. Terminology Implementation:

The NMICHD Pediatric Terminology is being implemented in the National Children's Study (NCS) and harmonized concepts from the
terminology are being used to tag metadata concepts in the Metadata Repository (MDR.) for the NCS.

Back to Top
Available Terminology Subsets
The NICHD Pediatric Terminology is the complete set of terminology that currently includes content within the following sub-domains:

Pediatric Terminology Spreadsheet

Browse Pediatric Terminology

CDISC SDTM Anatomical Location Terminology Subset Spreadsheet
Browse CDISC SDTM Anatomical Location Terminology
CDISC SDTM Directionality Terminology Subset Spreadsheet
Browse CDISC SDTM Directionality Terminology

CDISC SDTM Laterality Terminology Subset Spreadsheet
Browse CDISC SDTM Laterality Terminology

Neconatal Research Network Terminclogy Subset Spreadsheet
Browse Neonatal Research Network Terminology
MNeurclogical Development Terminology Subset Spreadsheet
Browse Meurclogical Development Terminology

Newborn Screening Terminology Subset Spreadsheet
Browse Newborn Screening Terminology

Pediatric Adverse Events Terminology Subset Spreadsheet
Browse Pediatric Adverse Events Terminology

Pediatric Immunization Terminclogy Subset Spreadsheet
Browse Pediatric Immunization Terminology

Pediatric Rheumateology Terminology Subset Spreadsheet
Browse Pediatric Rheumatology Terminology

Perinatal Terminoclogy Subset Spreadsheet

Browse Perinatal Terminclogy
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1-800-4-CANCER Live Chat Dictionary
ABOUT CANCER CANCER TYPES GRANTS & TRAINING NEWS & EVENTS ABOUT NCI  search Q
Home > Research > R&D Resources > Terminology Resources AR Eh f w g f;')
R&D H H i
SRtEUREES Pediatric Terminology
Statistical Tools and The National Institute of Child Health and Human Development (NICHD) is working with
Data NCI Enterprise Vocabulary Services (EVS) and numerous contributors from national and
Terminology international academic, clinical, and research institutions to provide standardized
Resources terminology for coding pediatric clinical trials and other research activities.
NCI Dictionaries In 2008-2010, NICHD led a Pediatric Terminology Harmonization Initiative that successfully
Faderal Madication harmonized child life stages from six primary sources and established several agreed sets
Terminologies of standard coding terminology. A second harmonization project integrated over 2,000

FDA Terminology unique terms used by three neonatal research networks.

In 2013, a collaborative effort began between NICHD, NCI EVS, and outside experts in their

$el?r]rsn(iimlcgy fields to define the areas of Pediatric Adverse Events, Perinatology, Pediatric
NCRDP Rheumatology, Pediatric Endocrinology, Pediatric Infectious Diseases, and Pediatric
Terminology Oncology.
In addition, the Pediatric Terminology project has decided to adopt as part of the Pediatric
erminoloay Terminology standard three Clinical Data Interchange Standards Consortium (CDISC)
NCI Data Catalog terminology standards for the coding of Anatomical Locations, Directionality and

Laterality.

Pediatric Terminology sets are developed, updated, and published monthly through the
NCI Thesaurus and EVS.

Pediatric Terminology files are further described and available for download from this
EVS File Transfer Protocol (FTP) site: http://evs.nci.nih.gov/ftp1/NICHD/About.htmil.

Updated: June 12, 2015

National Cancer Institute

at the National Institutes of Health
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Pediatric Terminology Files

In early 2009, the National Institute of Child Health and Human Development (NICHD) initiated an ongoing effort to establish a core
library of harmonized pediatric terms, beginning with a focus on neonatal and infant examination concepts as part of a broader
terminology framework. Continued efforts to harmonize pediatric terminology will support the acquisition, exchange, submission and
archival of clinical research data, ultimately supporting the health and wellbeing of children.

The first four sets of terminology were the Pediatric Immunization Terminology, the Newborn Screening Terminology, Neurological
Development Terminology and Pregnancy and Childbirth Terminology Subsets. In 2011 work began to establish a set of terminology
for the Neonatal Research Network Terminology (NRNT) Subset. The NENT subset contains concepts associated with neonatal
research contributed by four neonatal research networks: Vermont-Oxford Network (VON), Children's Hospital Neonatal Database
(CHND), the Neonatal Research Network (NRN) and NICHD. In 2013, two of six additional project areas were begun. In 2014,
Pediatric Adverse Events Terminology and Perinatal Terminology were completed; the Pregnancy and Childbirth Terminology subset
was subsumed by the Perinatal Terminology subset. Pediatric Rheumatology Terminology was added in May of 2015; currently under
development are Pediatric Nephrology Terminology, Pediatric Endocrinology Terminology, Pediatric Infectious Disease Terminology
and Pediatric Oncology Terminology. In addition, in 2015, the Pediatric Terminology adopted three subsets of terminology from the
Clinical Data Interchange Standards Consortium (CDISC); this was done to leverage work already done by the CDISC group and
mandated for use in clinical trial submissions by the Food and Drug Administration (FDA). Those subsets are the Anatomical Location
Terminology, Directionality Terminology and Laterality Terminology subsets.

Pediatric Terminology files are available for download from an NCI EVS fip site (http://evs.nci.nih.gov/fip /NICHD/) in two
formats, an excel spreadsheet and a text file. A representation of the hierarchy of NICHD terms is provided as well; the terms in this
hierarchy, which are restricted to NICHD terms only, do not necessarily have a direct parent-child relationship within the NCI
Thesaurus (NCIt). This file is provided to aid in the visualization of the terms specific to the Pediatric Terminology project. The
Pediatric Terminology file contains the entire set of terms related to all projects within the Pediatric Terminology. Additionally,
individual subset files are provided. All files contain the same column headers. A Changes.txt file is published monthly and contains
all changes that have been made to NICHD content in the current production version of the NCIt when compared to the most recently
posted previous file. A letter preceded the data that has changed from the previous version; "A" precedes a New Term for that subset,
"C" precedes any modification to a concept, "D" preceded a term that has been deleted.
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NCI| Thesaurus Subsets
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Pediatric Terminology: The entire collection of terminology. (Microsoft Excel 2007)
Pediatric Terminology (tab-delimited text)

Pediatric Terminology Changes (tab-delimited text)
NCI Thesaurus version (text)

CDISC SDTM Anatomical Location Terminology Subset: A comprehensive list of anatomical terms created by the Clinical Data Interchange Standards Consortium (CDISC) for the Standard Diata Tabulation
Model (SDTM), and accepted by the Food and Drug Administration (FDA) for clinical trial data submissions. This list was adopted by the NICHD Governance group for use with all Pediatric Terminology
projects. (Microsoft Excel 2007)

CDISC SDTM Anatomical Location Terminology Subset (tab-delimited text)

CDISC SDTM Anatomical Location Terminology Subset Changes (tab-delimited text)
NCI Thesaurus version (text)

CDISC SDTM Directionality Terminology Subset: A comprehensive list of directional terms in the context of anatomy, created by CDISC for SDTM, and accepted by the FDA for clinical trial data
submissions. This list was adopted by the NICHD Governance group for use with all Pediatric Terminology projects. (Microsoft Excel 2007)

CDISC SDTM Directionality Terminology Subset (tab-delimited text)

CDISC SDTM Directionality Terminology Subset Changes (tab-delimited texr)

NCI Thesaurus version (text)

CDISC SDTM Laterality Terminology Subset: A comprehensive list of laterality terms in the context of anatomy, created by CDISC for SDTM, and accepted by the FDA for clinical trial data submissions.
This list was adopted by the NICHD Governance group for use with all Pediatric Terminology projects. (Microsoft Excel 2007)
CDISC SDTM Laterality Terminology Subset (tab-delimited text)

CDISC SDTM Laterality Terminology Subset Changes (tab-delimited text)
NCI Thesaurus version (text)

Neonatal Research Network Terminology Subset: Terminology developed by a collaborative effort of the NICHD, the NCI EVS, and three additional neonatal research networks: Vermont-Oxford Network
(VON), Children's Hospital Neonatal Database (CHND), the Neonatal Rescarch Network (NRN) to support the reporting of neonatal events in rescarch and the clinical setting. (Microsoft Excel 2007)
Neonatal Research Network Terminology Subset (tab-delimited text)

Neconatal Research Network Terminology Subset Changes (tab-delimited text)
NCI Thesaurus version NCI Thesaurus version in text

Neurological Development Terminology Subset: Terminology associated with neurological development in children contributed by the NICHD. (Microsoft Excel 2007)
Neurological Development Terminology Subset (tab-delimited text)

Neurological Development Terminology Subset Changes (tab-delimited text)

NCI Thesaurus version NCI Thesaurus version in text
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Pediatric Terminoclogy

The National Institute of Child Health and Human Development (NICHD) was established by President John F. Kennedy, with the support of congress, in 1962 to study the
"complex process of human development from conception to old age.” In pursuit of its broad mission, the NICHD conducts and supports laboratory research, clinical trials, and
epidemioclogical studies that explore health processes; examines the impact of disabilities, diseases, and variations on the lives of individuals; and sponsors training programs for
scientists, health care providers, and researchers to ensure that NICHD research can continue.

To foster greater accessibility and exchange of information in the NICHD broad clinical research portfolio, the Institute has established an effort to harmonize pediatric terminoclogy
for use in current and future research studies. By harmonizing terms, the NICHD can more easily combine results from its pediatric research efforts with those of other studies and
networks, to broaden scientific understanding and extend the impact of the Institute's research investment. NICHD Pediatric Terminology is developed and revised on an ongoing
basis and the most current version is published in NCI Thesaurus (NCIt) every month.

Expand all Collapse all Check all Uncheck all

® [ @ pediatric Terminology
(=S| Pediatric Terminology
o - CDISC SDTM Anatomical Location Terminology
- CDISC SDTM Directionality Terminology
- CDISC SDTM Laterality Terminology

- MNeonatal Research Network Terminoclogy

- Neurological Development Terminology

- Mewborn Screening Terminology

Pediatric Adverse Events Terminology

- Pediatric Immunization Terminology

- Pediatric Rheumatology Terminology

- Perinatal Terminology
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Name: Pediatric Immunization Terminology

Concept Domain: Intellectual Product
Sources: NICHD

Concepts:

NCIt Code NCIEPT Subset PT
C4077 Redness Redness
C3442 Vomiting Vomiting
C3303 Pain Pain

Subset SY

NCIt Definition

Coloration of the
skin; sign of
inflammation
Forceful ejection of
the contents of the
stomach through the
mouth.

The sensation of
discomfort, distress,
or agony, resulding
from the stimulation
of specialized nerve
endings.

Value Set: http://levs.nci.nih.gov/ivalueset/C96388

Subset Definition NCIt Code of First Parent First Parent NCIt Code of Second Parent

Expulsion of the
contents of the
stomach through
the mouth.

An unpleasant
sensation
associated with
real or perceived
physical or mental
trauma.

Export Excel %] | Export €SV

C100104

C100104

C100104

Signs or
Symptoms

Signs or
Symptoms

Signs or
Symptoms

Description: Terminology for concepts associated with childhood immunizations contributed by the Mational Institute of Child Health and Human Development.
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