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 position on the ongoing CLH assessment of Rosin and its Derivatives 

Executive Summary: 

Table 1. 

CAS EC Substance Category 

Harmonised 
classification at 
the time of the 

proposal 

Proposed harmonised 
classification by the 

dossier submitter 
(Updated 8 October) 

We disagree strongly with these proposed classifications, since, based on the available 
toxicological data, none of these substances raise concern for reprotox hazard and therefore 

they do not meet the criteria for classification. 

1. Introduction

What are Rosin Derivatives?3 
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functionality, Rosin can be made to react with many other chemicals, such as hydrogen, alcohols and 
others, to form adducts and esters making a wide range of bio-based products for industrial and 
consumer end uses. As such, the rosin industry is one of the best examples of renewable chemistry 
adding sustainable value to society, and has been in operation already for centuries. 

Applications 

Rosin and its derivatives are used in a wide variety of consumer and technical products. Well-known 
consumer uses include roles as additives in the formulation of food contact materials and articles 
(approved by regulators in Europe4, USA5 and Asia) and as ingredients in chewing gum base 
approved by US FDA6 and other specific legislation in some European countries. Examples of other 
technical applications are paints, asphalt, paper sizing agents, adhesives, synthetic rubber 
emulsifiers, depilatory waxes, printing inks and detergents; in all its applications, rosin derivatives 
provide unique and essential product performance or contribute to environmental and health 
protection. Examples of these applications include, but are not limited to, low rolling resistance 
tyres, protective paints / varnishes / coatings to preserve building materials against wear and tear. 

Sustainable value 

The rosin industry is a textbook example of an industrial symbiosis with other key industry sectors in 
Europe, such as the pulp & paper and forest industries. In this way, the rosin industry is creating 
significant sustainable value with its bio-based substances produced from feedstocks and residual 
streams coming from these industry sectors. For several of the applications presented in the 
previous section, no alternatives exist. In other cases where alternatives do exist, these may be 
regrettable alternatives as they will either be petroleum-based substances or imported from outside 
Europe with negative impacts on the competitiveness of the European industry, regulatory certainty, 
and health and environmental protection. With its products, the rosin industry helps meet the 
ambition of the green transition in Europe (i.e., regional production process with low/negative CO2 
footprint) and supports regulatory progress by being fully (and pro-actively) REACH compliant. 

 

The 

Th s managed by Penman Consulting , a specialist consultancy providing a range of 
regulatory, technical, toxicological and scientific services to companies in the chemical sector

4 https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02011R1129-20131121 
5 https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=172.735 
6 https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=172.615 
 https://www.penmanconsulting.com/ 
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2. Health assessment for reproduction of Rosin and its derivatives

ARN activity 

The Assessment of Regulatory Needs (ARN) is ECHA’s internal ad hoc informal screening process for 
prioritizing groups of substances – instead of single substances – for further evaluation. It does not 
constitute a final judgment of hazard or risk for human health or the environment. Instead, the 
stated aim is to stimulate MSCA to take the initiative and perform further evaluations to form their 
own independent views. Member States may decide not to proceed with a recommendation made 
by ECHA in an ARN report. The ARN process is not regulated by REACH or any other European law; 
the industry may not participate in this process, which is entirely and solely under ECHA’s control. 

CLH assessment proposal 

One of the possible regulatory actions suggested by ECHA as an outcome of the ARN activity is an 
assessment for potential harmonized classification and labelling (CLH). For rosin and its derivatives, 
ECHA has posited CLH “based on a concern on reproductive toxicity “ and suggests “regulatory risk 
management actions for all substances if reproductive toxicity hazards are confirmed”. As stated 
above, this is a “preliminary suggestion from a screening-level assessment done by ECHA with the 
aim to propose the next steps for further work”. This has subsequently initiated a CLH process, in 
which the Norwegian MSCA has evaluated the available data. Based on this evaluation, Norway has 
published their CLH intentions for 8 substances as listed in Table 1, and submitted the 
corresponding dossiers to ECHA. 

The PCA has collected and shared all relevant information with the Norwegian MSCA, including a 
complete reassessment of all relevant data and a Weight of Evidence (WoE) assessment which 
shows why CLH for rosin and its derivatives is not warranted. 

Conclusion on Reprotoxicity for Rosin and its Derivatives 

A recent re-analysis of all available toxicological data has been conducted by toxicologists and other 
experts in 2023. These data include over 25 regulatory guideline studies performed using a diverse 
selection of rosin and its derivatives as part of the testing strategy for REACH. Collectively, and with 
only one well-understood exception which is no longer relevant as the product has been taken off 
the market, these studies demonstrate unambiguously that rosin and its derivatives do not cause 
adverse effects on reproduction or development. 

These studies show that there is no basis for a reproduction toxicity classification of rosin and its 
derivatives or any subgroup thereof. Based on the existing studies submitted as part of the 
registration dossiers of the substances concerned, none of them have been classified for toxicity to 
reproduction by registrants or authorities. The toxicological information from the REACH dossiers is 
available on the ECHA website12 in the toxicity for reproduction section and can be consulted and 
assessed by anyone. 

11 https://www.pinechemicals.org/ 
12 https://chem.echa.europa.eu/ 
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