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Statement to CLH report Proposal for Harmonised Classification and 
Labelling of benzyl alcohol concerning proposal Skin Sens. 1 B H317 
 
The Working Group Epoxy Resins was set up in 2007 by the Initiative New Quality 
of Work (INQA) initiated by the Federal Ministry of Labour and Social Affairs 
(BMAS) and is still working as a cross-sector international committee. 
Manufacturers, users, trade unions, dermatologists, state representatives, 
international occupational health and safety authorities as well as accident 
insurance institutions and the Federal Institute for Occupational Safety and Health 
(BAuA) are stakeholders in the Epoxy Resins Working Group. The main objective 
is to reduce diseases caused by using epoxy resins by e.g. implementing 
appropriate risk reduction measures, training projects for applicators, and assign 
studies on the sensitisation potential of ingredients of epoxy-based systems. 
 
Benzyl alcohol is used very widely in low mass concentration as one ingredient in 
cosmetic products by a lot of consumers nearly every day.  
Therefore, it is absorbed nearly every day on parts of the body and in some cases 
on the whole body. There are no known reports of benzyl alcohol as an ingredient 
substance causing allergies by this everyday application. And millions of people 
are using cosmetics every day. Hence an extreme wide use on skin is given! 
 
In the Working Group Epoxy Resins benzyl alcohol is seen as diluent in epoxy-
based systems. Over years - for use as e.g. in construction work by professional 
workers - no cases have been reported causing allergies by the ingredient benzyl 
alcohol until today. 
 
Therefore, based on these everyday experiences we see no evidence of the need 
for classification as Skin Sens. 1B H317. 
 
For years, the Epoxy Resins Working Group on a regular basis is analyzing the 
sensitisation effect of substances contained in epoxy resin systems. A substance 
list of strong (HS), low or moderate (GMS), non-sensitising and not yet classifiable 
(U) substances has been established. A yearly review of the list is part of the work 
of the Epoxy Resins Working Group. The latest version is published on the BAuA 
website (see: https://www.baua.de/epoxidharze). 
 
Benzyl alcohol is a common ingredient of epoxy resin products. Due to the 
extremely low sensitisation reaction and taking into account the very wide 
distribution of benzyl alcohol in different products, the working group does not 
consider this substance to be an allergen. 
 

For substances whose sensitising property is not clear, chapter 3.4.2.2. of 
Regulation (EC) No 1272/2008 must be applied. According to this regulation, small 
numbers of cases may lead to classification. However, an evaluation of over 
70,000 cases, carried out by the IVDK shows very few and then only weak, often 
ambiguous reactions to benzyl alcohol (personal communication from Prof. , 
IVDK, publication in preparation). According to chapter 3.4.2.2. of Regulation (EC) 
No 1272/2008, these aspects must be considered. 
 

The consequences of labelling benzyl alcohol with H317 would have a serious 
impact on the necessary substitution check for users of products containing benzyl 
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alcohol, which is required according to the risk assessment. The procedure is 
described in the TRGS 600.  
 
The substitution check stipulates that benzyl alcohol, as a substance classified as 
skin-sensitising (high risk), must be replaced by corrosive or eye-damaging 
substances (medium risk). In this specific case, this leads to an increase of risk. 
 

Products that are already labeled with H317 and contain very potent allergens can 
thus be used because they are equivalent. This applies e.g. for epoxy resins, which 
have excellent technical properties, but can lead to severe and recurring allergic 
skin diseases after just a few contacts. 
 
Furthermore, we have some comments on the CLP report benzyl alcohol. 
In Chapter 9.7.2 Human data, Page 19: “There are no details regarding the 
selection process for the volunteer studies, therefore it is assumed that the 
volunteers are healthy individuals rather than dermatitis patients.”  
This is usually not the case in Germany. This conclusion is not scientifically valid. 
Therefore, there are reasonable doubts that always only healthy persons were 
tested.  
 
In contrast of the reported Human patch test studies performed with benzyl alcohol 
on dermatitis patients (table 15 pages 15ff), where often more than 4000 human 
beings were tested, are the numbers of participants in the reported Human repeat 
insult patch test (HRIPT) lower than 111 participants. It is scientifically well known 
that a positive reaction to the examined parameter leads statistically to a high 
positive reaction value if the number of study participants is very low. So, if only 46 
participants are studied, a positive reaction of only one person will give a score of 
2.1 %. 
 
Therefore, the use of these studies for the proof of Skin Sens.1 B must be critically 
examined, also in view of the fact that they are only reliable with restrictions as only 
summaries of the studies were available. 
 
Related to the reported Human patch test studies performed with benzyl alcohol on 
dermatitis patients (see table 15) an overall sensitisation rate of 0.49 % based on 
studies with > 100 patients was calculated. 
 
According to Table 3.2 (page 339) of the Guidance on the Application of the CLP 
Criteria (Guidance to Regulation (EC) No 1272/2008 on classification, labelling and 
packaging (CLP) of substances and mixtures Version 5.0 July 2017, see 
https://echa.europa.eu/documents/10162/23036412/clp_en.pdf/58b5dc6d-ac2a-
4910-9702-e9e1f5051cc5) the occurrence of skin sensitisation in < 1,0 % of 
dermatitis patients (unselected, consecutive) in Human diagnostic patch tests is 
evaluated as low/moderate frequency of occurrence of skin sensitisation. So even 
zero would fulfil this criterion. As the actual value of 0.49 % is even lower than 0.5 
% (that is 50 % beneath the limit of ≥ 1.0 % for the sub categorisation as high 
frequency) the conclusion of extremely low occurrence of skin sensitisation would 
be the scientifically appropriate evaluation.  
 
Overall, the justification for the intended labelling of benzyl alcohol is doubtful, as 
not all criteria under 3.4.2.2. of Regulation (EC) No 1272/2008 are sufficiently 
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considered. In addition, possible substitutions required by law would lead to an 
increase of the risk for users of products containing benzyl alcohol. Therefore, the 
planned tightening of labelling must be examined very critically. 
 
 
Overview of some projects of the Epoxy Resins Working Group on sensitising 
potency: 
 
Heine, K., et al., Ranking of substances in epoxy resin systems on the basis of 
their sensitising potencies (FP-0324). 2012: 
http://www.dguv.de/ifa/forschung/projektverzeichnis/ff-fp_0324.jsp. 
 
Heine, K., et al., Comparative health assessment of epoxy resin systems taking 
into account sensitising potencies (FP-0384). 2016: 
http://www.dguv.de/ifa/forschung/projektverzeichnis/ff-fp0384.jsp. 
 
Current project:  
 
In vitro testing of the skin sensitising potency of ingredients of epoxy resin systems 
with focus on testing of so-called prepolymers 
https://www.dguv.de/ifa;/research/project directory/ff-fp0451.jsp 
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