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	Skin Sensitization Implementation Plan:

Coordinate activities via the ICCVAM Skin Sensitization Workgroup (SSWG) 

Draft a scoping document to identify U.S. agency requirements, needs, and decision contexts for skin sensitization data

Coordinate efforts with stakeholders

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

Identify and evaluate non-animal alternative approaches to skin sensitization testing 

Gain regulatory acceptance and facilitate use of non-animal approaches




	Skin Sensitization Data Collection: Ongoing Efforts



Multiple conventional & antimicrobial registrants have kindly provided data to support our skin sensitization efforts

We continue to collect additional, voluntary data submissions to expand current datasets

Paired in vitro & LLNA data that could increase coverage of various defined approaches

Other LLNA studies to help assess variability 

Additional human data to assist in evaluating defined approaches




	Global Skin Sensitization Project


	

NIST/CPSC laboratory setup to minimize hazard and improve measurement precision within laboratory


	Scientific and Non-scientific Challenges

Animal methods currently provide the reference data for evaluating alternatives

Results are variable 

Many testing strategies outperform the LLNA in predicting human outcomes

Data requirements vary across U.S. and global regulatory authorities, and are often ambiguous/subjective

Coverage of chemical space

Limited commercial availability of alternatives

Overcoming regulatory and institutional inertia

Education and training











