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BPG Skin Sensitization Workflow



• A problem formulation defines the purpose and scope of 
the assessment

• Establishes the key question to be answered
• Ensures the assessment is hypothesis-driven and 

exposure-led from the outset and aligns all subsequent 
steps to a fit-for-purpose decision context

Step 1 – Problem Formulation & Scoping



Step 1 – Problem Formulation & Scoping (Cont.)



Read-across in dashed box to indicate optional use at Step 2

Step 2 – Substance Characterization & Gather 
Existing Data



Step 2 – Substance Characterization & Gather 
Existing Data (Cont.)



Step 2 – Substance Characterization & Gather 
Existing Data (Cont.)



• Predictions should fulfil the OECD 
validation principles and the OECD 
QSAR Assessment Framework

• Version, platform, model should be 
captured

Step 2 – Substance Characterization & Gather 
Existing Data (Cont.)



• Read-across will not be described in detail in this BPG, however, rationale for 
analog selection, groupings, similarity calculations, reasons for 
inclusions/exclusion should be documented

• ICCS read-across BPG to be published in 2026

Read-across in dashed box to indicate optional use at Step 2

Step 2 – Substance Characterization & Gather 
Existing Data (Cont.)



*not relevant if only hazard-based assessment

• A use scenario is the specific way a substance is used in a 
cosmetic product, described in enough detail to estimate how 
much of the substance a consumer is exposed to

Step 3 – Identify Use Scenario



• Identify the product type and other relevant data to establish how the 
substance will be used

• Calculate a Consumer Exposure Level (CEL) using established consumer 
exposure values (e.g., SCCS Notes of Guidance)

Step 3 – Identify Use Scenario (Cont.)



• Exposure-based waiving is applied when:
• A full quantitative safety assessment is deemed unnecessary because the estimated 

exposure to a chemical is anticipated to be negligible or below a pre-defined safety 
threshold

• Chemical exposure is calculated to be low
• There are no chemical-specific (or read-across) toxicity data available

Decision: Can Exposure-Based Waiving (EBW) be 
Applied?



• For skin sensitization, EBW can be applied using the dermal sensitization 
threshold (DST):
• A value that represents the estimated level of dermal exposure below which a chemical is not 

expected to induce skin sensitization (SS)
• Conceptually similar to the Threshold of Toxicological Concern (TTC)

Decision: Can Exposure-Based Waiving (EBW) be 
Applied? (Cont.)



Decision: Can Exposure-Based Waiving (EBW) be 
Applied? (Cont.)



Step 4 – Evaluate Existing Data



• Data map can provide a structured 
way to organize data gathered

Step 4 – Evaluate Existing 
Data (Cont.)



• Data map can provide a 
structured way to organize data 
gathered

• Reliability, relevance, and 
adequacy evaluated

• This step may lead to Step 6 and 
conclude the assessment, or 
indicate that additional targeted 
testing is required (Step 5)

Step 4 – Evaluate Existing Data (Cont.)



Read-across in dashed box to indicate optional use at Step 5

Step 5 – Determine the Approach for Additional 
Testing & Conduct Targeted Testing



Step 5 – Determine the Approach for Additional 
Testing & Conduct Targeted Testing (Cont.)



• All information, existing data, exposure estimates, newly generated data, and 
weight-of-evidence considerations, is integrated and the problem 
formulation revisited

Step 6 – Evaluate Data



Step 6 – Evaluate Data (Cont.)



• If a conclusion cannot be drawn, then 
the assessor may iterate back to Step 5

• If a conclusion can be made, then the 
assessment is complete

Can You Make a Conclusion?



• ICCS Best Practice Guidance provides a 
structured, step-by-step workflow aligned with 
NGRA principles, to conduct skin sensitization 
assessments using NAMs

• Bridges the gap between advancing science and 
regulatory requirements

• Supports consistent, transparent, and 
reproducible decision-making by guiding 
assessors through data gathering, evaluation, 
and interpretation, supporting global 
harmonization

Conclusions



THANK YOU!
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