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Well known methods to determine the 

potential for a material to be a sensitiser 

(allergen) 

 

CLP criteria 

 

Alternatives and OECD Integrated 

Approach to Testing and Assessment 

(IATA) 



Well known methods to determine sensitisation of a substance 
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 In Silico tools (WoE) 

 Read-across and structural considerations (WoE) 

 

 Animal studies 

 OECD 429: LLNA  

 OCED 406: GPMT, Buehler occluded patch test 

 Other 

 

 Human non-clinical studies  

 Human maximisation test  

 HRIPT 

 

 In vitro studies 

 DPRA, Keratinosens, H-Clat – OECD guidelines to be publshed 

 Other 
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Sensitiser Non-sensitiser 



CLP Criteria 
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Human Data 



CLP Criteria 
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Clinical data 



CLP Criteria 
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Animal data 



CLP Criteria 
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Animal data  

deriving sub-categories 



Alternatives 
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OECD Guidance under development 

GUIDANCE DOCUMENT ON THE EVALUATION 

AND APPLICATION OF INTEGRATED 

APPROACHES TO TESTING AND ASSESSMENT 

(IATA) FOR SKIN SENSITISATION  

  

Draft 16 June 2014 

 



AOP 
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The AOP describes such key events starting from the molecular initiating event (MIE) 

(covalent binding of a chemical to skin proteins) through to sensitisation. 



OECD IATA 
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 An Integrated Approach to Testing and Assessment (IATA) is a structured 

approach used for hazard identification (potential), hazard characterisation 

(potency) and/or safety assessment (potential/potency and exposure) of a 

chemical or group of chemicals, which strategically integrates and weights all 

relevant data 

 

 Provide  a general framework for skin sensitisation IATA that enables 

sufficient flexibility in the use of the individual information sources to cover 

multiple regulatory needs within OECD member countries  

 Provide generic guidance on the evaluation and application of IATA 

 Provide consistent description of the information sources that can be used 

within an IATA for skin sensitisation  

 Include a template for describing IATA so that the same documentation 

format for describing and evaluating IATA can be used by member countries. 
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Courtesy of BASF 
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Courtesy of BASF 



Conclusions 
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 Well know animal and human models for identifying skin sensitisers 

 

 Regulatory framework for hazard classification 

 

 Significant progress on in vitro methods for hazard identification 

 

 Challenge remains potency assessment 

 

 OECD guidance will be valuable in bringing approaches together 




