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Subject: Final ECHA RAC Opinion on the Classification of 2-amino-2-methylpropanol  

 

 

Dear Valued Business Partner, 

 

As the lead REACH registrant, Advancion is informing you that the European Chemicals 

Agency’s (ECHA) Committee for Risk Assessment (RAC) has issued its final opinion on the 

proposed harmonized classification and labeling (CLH) of 2-amino-2-methylpropanol (CAS 

No. 124-68-5). 

 

The RAC opinion dated December 4, 2025, and published on January 7, 2026, formalizes 

Austria’s original proposal to change the harmonized classification of 2-amino-2-

methylpropanol as follows under Annex VI of the EU Classification, Labeling and 

Packaging (CLP) Regulation: 

 

Current Classification Future Classification Proposed in RAC Opinion 

• Skin Irrit. 2 - H315: Causes skin 

irritation 

• Eye Irrit. 2 - H319: Causes serious eye 

irritation 

• Aquatic Chronic 3 - H412: Harmful to 

aquatic life with long lasting effects 

• Repr. 1B - H360D: May damage the unborn child 

• STOT RE 2 (liver) - H373: May cause damage to organs (liver) 

through prolonged or repeated exposure 

• Skin Corr. 1 - H314: Causes severe skin burns and eye 

damage (+ introduction of new specific concentration limits) 

• Eye Dam. 1 - H318: Causes serious eye damage 

 

Throughout the CLH process, Advancion actively engaged with regulatory authorities and 

contributed comprehensive scientific information showing that effects observed in rats are 

not expected to be relevant to humans. However, after reviewing all available data and 

stakeholder comments, RAC ultimately endorsed Austria’s proposed classification.  

 

Next Steps 

The European Commission and Member States will now proceed with the process and 

make a decision based on the issued RAC opinion. If adopted, the Commission will amend 

Annex VI of the CLP Regulation through an ATP (Adaptation to Technical Progress). 

 

• The proposed classification would become official in the European Economic Area 

(EEA) only if and once an ATP published in the Official Journal of the EU (OJEU). 

• Until then, the current classification for 2-amino-2-methylpropanol remains in effect. 

• Once the ATP is published in OJEU, SDS and labels of impacted products need to be 

modified throughout the supply chain within an 18-month period. 
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We will continue to keep customers informed of any developments and implications for 

labeling, safety data sheets, and regulatory compliance related to all Advancion products 

containing 2-amino-2-methylpropanol. Additional information, including a library of 

Frequently Asked Questions (FAQs), are available on our Regulatory Resource Page at: 

advancionsciences.com/regulatory. 

 

For immediate questions, please contact your Advancion Account Manager or reach out to 

me directly. 

 

Sincerely, 

 

 

 

 

Pierre Serfass, DVM 

Director Regulatory and Product Stewardship 

Email: GlobalReg_QualityInquiries@advancionsciences.com 
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