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Connect end users 
with the developers 
of alternative 
methods

Establish new validation 
approaches that are 
more flexible and 
efficient 

Ensure adoption and 
use of new methods 
by both regulators 
and industry

https://ntp.niehs.nih.gov/go/natl-strategy 



https://ntp.niehs.nih.gov/go/natl-strategy 

• Protecting public health and 
Improving human relevance are 
key drivers

• Guided by the priorities of agencies

• Paired with implementation plans 
will be tracked and publically 
reported





Implementation Plan Outline
• Coordinate activities via ICCVAM Workgroups

• Draft a scoping document to identify U.S. agency 
requirements, needs, and decision contexts

• Coordinate efforts with stakeholders

• Identify, acquire, and curate high quality data from 
reference test methods

• Identify and evaluate non-animal alternative approaches 

• Gain regulatory acceptance and facilitate use of non-
animal approaches
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ICCVAM Workgroups 
• Acute Systemic Toxicity

– Oral

– Dermal

– Inhalation

• Eye and Skin Irritation

• Skin Sensitization

• Developmental and Reproductive Toxicity

• Ecotoxicology 

• Nanomaterials

• IVIVE

• Read Across
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• Identifies requirements, needs, and decision contexts data for each endpoint



ICCVAM Agency Needs and Decision Contexts 
• Acute Systemic Oral,  PMID: 29408321

• Acute Systemic Dermal,  PMID: 29408321

• Acute Systemic Inhalation,  PMID: 29408321 

• Eye Irritation, PMID: 30418044 

• Skin Irritation, PMID: 30418044 

• Skin Sensitization,  PMID: 30377734 (U.S.) / 29518484 (Int.)

• Read Across, just accepted (no PMID yet)

PMID – PubMed ID
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Predictive Models for Acute Oral Systemic Toxicity

• April 2018 workshop
• Workshop attendees in-

person: 89; webcast: 215
• 35 Participants/Groups from 

around the globe representing 
academia, industry, and 
government contributed

• 139 Models total



Review of Mechanisms of Acute Inhalation Toxicity, 
Dosimetry, and Non-Animal Methods
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Review of Mechanisms of Acute Inhalation Toxicity, Dosimetry, and Non-Animal Methods

Contributing Organizations

• NIEHS, NICEATM

• U.S. Environmental Protection Agency

• U.S. Army Public Health Center

• U.S. Defense Threat Reduction Agency

• European Commission, Joint Research 
Centre (JRC)

• RAI Services Company 

• Charles River 

• Procter & Gamble Co

• The Clorox Company

• BASF

• DuPont Haskell Global Center for Health 
Sciences

• Institute for In Vitro Sciences

• PETA International Science Consortium 

• Cardiff School of Biosciences

• University of Iowa College of Public Health

• Integrated Laboratory Systems

• Simulations Plus, Inc

• 3M

• British American Tobacco 

• Dow AgroSciences

• MatTek Corporation

• Syngenta

• The Dow Chemical Company

• Philip Morris International 

• RAI Services Company 

Honorable Mention winner, Best Paper of 2018, Society of Toxicology 
Biological Modeling Specialty Section
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Integrated Chemical Environment https://ice.ntp.niehs.nih.gov/

Recently Added:
All Tox 21 Data
Eye Irritation-Corrosion
ER In Vitro
Uterotrophic
AR In Vitro
Hershberger

Details to be presented under NICEATM update

https://ice.ntp.niehs.nih.gov/
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EASA Validation Study Objectives
• To characterize the usefulness and limitations of the Electrophilic 

Allergen Screening Assay (EASA), to classify the allergic contact 
dermatitis hazard of products and chemicals

– Optimize and standardize the test method protocol

– Assess intra- and inter-laboratory reproducibility

– Assess accuracy for classification of hazard

• Study update and timeline to be presented later today by NIST.



Interlaboratory Validation Study: OptiSafe Method
Phase Activities

Pre-Study 
Phase

• Formation of VMT  - composed of ICCVAM agency scientists 
and international representatives

• Selection of naïve laboratories

• Finalization of documents, reporting forms, and performance 
criteria

Phase I
• Qualification and training of naïve laboratories

• Testing of all practice chemicals by lead and naïve 
laboratories

Phase II • Testing of 30 chemicals by lead and naïve laboratories

Phase III • Testing of 60 chemicals by lead laboratory

Reporting 
Phase • Preparation of validation report

• ICCVAM ODIWG members serve as the Validation 
Management Team

• Report finalized – manuscript in preparation



Progress on Implementation can be followed here:

https://ntp.niehs.nih.gov/go/838279



22

Thank you!

Questions?
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