
 
 

 
 

 

Comment on the planned dossier proposing harmonized classification and 

labelling for 1,2-benzisothiazol-3(2H)-one [BIT], CAS RN 2634-33-5, EC 220-120-

9, concerning the Specific Concentration Limit (SCL) for skin sensitization 

Wacker Chemie AG, May 2021 

 

1. Summary 

 
 WACKER supports the suggestion by the Spanish dossier submitter to keep the current 

specific concentration limit (SCL) for skin sensitization at 500 ppm for 1,2-benzisothiazol-

3(2H)-one (BIT). This value is supported by the toxicological data and reflects the hazard 

potential of BIT.   

 The 500-ppm value is also justified in comparison with the defined SCL of other 

isothiazolinones, as it takes into consideration the difference in their relative sensitization 

potential and the substance-specificity. 

 

2. Introduction 

Wacker Chemie AG is a specialty chemicals company, with a leading market portfolio of 

water-based binders based on vinyl acetate-ethylene (VAE) polymers for over 150 customers 

globally for the construction sector, adhesives, paints, coatings, paper and board 

manufacture and many others.1 The use of active substances for in-can preservation is an 

inevitable part of the formulation process. In the following contribution we would like to voice 

our support for the proposed SCL for skin sensitizer (500 ppm) submitted by the Spanish 

dossier, as this classification corresponds to our internal assessments of ensuring the 

continued safe use of BIT as an effective in-can preservative. 

 

3. Efficacy and application of BIT for in-can preservation (PT6) 

1,2-benzisothiazol-3(2H)-one, CAS RN 2634-33-5 (BIT) is a broadly used preservative for 

water-based formulations. As a producer of water-based dispersions, having an efficient 

preservation is highly important for our products. Since microorganisms find ideal growth 

conditions, microbial deterioration needs to be avoided to ensure that our products can safely 

be used, sustain their functionality, and have the necessary shelf-life. 

BIT is one of the few remaining effective in-can preservatives, which we have safely used in 

our products for decades.  

 
1 Wacker Polymers : https://www.wacker.com/cms/en-us/products/product-groups/polymer-
dispersions/polymer-dispersions.html (2021). 





 
 

 
 

In the majority of cases of human patch tests, sensitization is observed at (predominantly) 

1000 ppm, but not at < 500 ppm or only with very low incidences or unclear boundary 

conditions. It could be that the affected persons are already sensitized by BIT and the 10-fold 

lower threshold for elicitation was triggered. Considering all available data, it can be assumed 

that a SCL of 500 ppm adequately reflects the hazard potential of BIT. Already sensitized 

persons are protected by the hazard statement EUH208 (Contains <BIT>. May produce an 

allergic reaction) with a derived limit of 50 ppm.  

Wacker Chemie AG therefore supports the argumentation of the Spanish dossier 

submitter to retain the current SCL of 500 ppm.   
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