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Background

New Approach Methodologies (NAMs) are approaches that better reflect
human biology are designed to complement, orin some cases replace, traditional in silico

animal models

NIH multi-agency Common Fund Initiative- Complement Animal Research In
Experimentation (Complement-ARIE) to develop, standardize, validate, and
implement NAMs for biomedical research and regulatory applications.

* Technology Development Centers
e NDHCC - Data coordination (NDHC)
* Validation Qualification Network (VQN)

in vitro

Data Ecosystem

Data Standards for NAMs is critical for validation and qualification.

The Interagency Coordinating Committee on the Validation of Alternative
Methods - ICCVAM agencies are key stakeholders in Complement-ARIE -
particularly in ensuring that validation and qualification activities meet agency-

specific regulatory standards. /



ICCVAM Common Data Elements Workgroup (CDE-WG)

AGENCY
CPSC John Gordon

ICCVAM CDE Workgroup (CDE-WG) established in June 2025 to

0 guide the development of structured data elements to support NAM

o evaluation, validation, and regulatory adoption across Complement-
ARIE activities

Chris Earnheart
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Common Data Elements (CDEs) - standardized terminologies FDA/CFSA

V and formats - are essential to promoting consistency,
comparability, and interoperability of NAM data across studies for
research and regulatory purposes
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Charge 5: Propose harmonized nomenclature for new CDEs



ICCVAM CDE-WG Coordination

Working in parallel ICCAVAM CDE-WG and NDHCC the VQN Data Standard WG will assess existing CDEs
for areas of alignment or duplication and critical gaps, ensure consistency and alignment with existing
standards.
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ICCVAM CDE-WG Charge

Charge 1: Identify existing CDEs by
agency and NAM modality

Define key data elements
currently used by ICCVAM Context of use, Technical
agencies across the three major il relevant endpoints characterization
NAM categories:

Reference Data
and context for
human relevance

In vitro (platform design
and performance, cell
source, functional
readouts)

In chemico (assay type,
chemical identifier (e.qg.,
SMILES), detection
method, reagent

In silico (training and
test data, metadata,
model, FAIR standards)




ICCVAM CDE-WG Charge

Charge 2: Identify
CDEs used by key
international
organizations

«Catalog existing CDEs
used by relevant
international
organizations (e.g.,
OECD, ICH) and
regulatory bodies (e.g.,
EFSA, ECHA, EMA),
noting differences by
NAM modality where
applicable.

Charge 3: Identify
conflicting terms

ldentify CDEs that use
different names to refer

to the same component.

Charge 4: Identify gaps
where CDEs are
needed

*Determine where CDEs
do not currently exist
but would provide value
in supporting
standardization,
reproducibility, or
regulatory utility.

Charge 5: Propose
harmonized
nomenclature for new
CDEs

*Develop proposed
terminology and data
structures for new
CDEs to ensure
consistency across
Complement-ARIE and
ICCVAM agency-
specific guidance and
regulatory documents.
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NAMs VQN Steering Committee: Data Standards Workstream

This workstream will focus on the following activities in collaboration with the ICCVAM
CDEWG who will take the lead in coordinating with NDHCC and NIH leadership input the
following:

Identify existing CDEs by NAM modality.

Identify conflicting CDEs

Identify gaps where CDEs are needed

All proposed CDEs must undergo field usability testing in at least one live pilot project or
relevant use-case simulation (whether inside the VQN or with another project), with
feedback loops established between pilot project teams and the Data Standards
Workstream. Usability metrics will include:

Propose harmonized nomenclature for new CDEs by produce comprehensive
documentation including data dictionaries, templates and guidance materials.

In conjunction with the NDHCC, CAMERA, and ICCVAM CDEWG, develop proposed
terminology and data structures for new CDEs to ensure consistency across ICCVAM
CDEWG and Complement-ARIE specific guidance and regulatory documents and
traceability to existing FDA/OECD-aligned standards, minimize duplicative fields, and
maintain forward compatibility with future OECD Harmonized Templates.




	The Interagency Coordinating Committee on the Validation of Alternative Methods (ICCVAM) Common Data Elements (CDE) Workgroup
	Background
	ICCVAM Common Data Elements Workgroup (CDE-WG) 
	ICCVAM CDE-WG Coordination
	ICCVAM CDE-WG Charge
	ICCVAM CDE-WG Charge 2
	Thank You
	NAMs VQN Steering Committee: Data Standards Workstream




Accessibility Report





		Filename: 

		09_Senthill_SACATM2025_508.pdf









		Report created by: 

		



		Organization: 

		







[Enter personal and organization information through the Preferences > Identity dialog.]



Summary



The checker found no problems in this document.





		Needs manual check: 0



		Passed manually: 2



		Failed manually: 0



		Skipped: 1



		Passed: 29



		Failed: 0







Detailed Report





		Document





		Rule Name		Status		Description



		Accessibility permission flag		Passed		Accessibility permission flag must be set



		Image-only PDF		Passed		Document is not image-only PDF



		Tagged PDF		Passed		Document is tagged PDF



		Logical Reading Order		Passed manually		Document structure provides a logical reading order



		Primary language		Passed		Text language is specified



		Title		Passed		Document title is showing in title bar



		Bookmarks		Passed		Bookmarks are present in large documents



		Color contrast		Passed manually		Document has appropriate color contrast



		Page Content





		Rule Name		Status		Description



		Tagged content		Passed		All page content is tagged



		Tagged annotations		Passed		All annotations are tagged



		Tab order		Passed		Tab order is consistent with structure order



		Character encoding		Passed		Reliable character encoding is provided



		Tagged multimedia		Passed		All multimedia objects are tagged



		Screen flicker		Passed		Page will not cause screen flicker



		Scripts		Passed		No inaccessible scripts



		Timed responses		Passed		Page does not require timed responses



		Navigation links		Passed		Navigation links are not repetitive



		Forms





		Rule Name		Status		Description



		Tagged form fields		Passed		All form fields are tagged



		Field descriptions		Passed		All form fields have description



		Alternate Text





		Rule Name		Status		Description



		Figures alternate text		Passed		Figures require alternate text



		Nested alternate text		Passed		Alternate text that will never be read



		Associated with content		Passed		Alternate text must be associated with some content



		Hides annotation		Passed		Alternate text should not hide annotation



		Other elements alternate text		Passed		Other elements that require alternate text



		Tables





		Rule Name		Status		Description



		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot



		TH and TD		Passed		TH and TD must be children of TR



		Headers		Passed		Tables should have headers



		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column



		Summary		Skipped		Tables must have a summary



		Lists





		Rule Name		Status		Description



		List items		Passed		LI must be a child of L



		Lbl and LBody		Passed		Lbl and LBody must be children of LI



		Headings





		Rule Name		Status		Description



		Appropriate nesting		Passed		Appropriate nesting










Back to Top



