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Availability of in-can preservatives and a way forward

1. Introduction

This document is a follow-up of the discussion at the last CA meeting related to agenda item 5.3
on the availability of in-can preservatives as presented by CEPE and AISE in a joint document. At
the CA meeting it was concluded that the availability of in-can preservatives was recognised as an
important issue, that there was a need for further technical discussion, and that the Commission
services would reflect with ECHA whether further discussion would take place at the CA meeting or
at BPC/BPC Working group level.

After  the  CA  meeting  ECHA  further  discussed  this  issue  with  CEPE  based  on  the  document
“Qualitative and quantitative risk assessment of isothiazolinones used in paints”. This document is
provided  as  an  annex.  It  contains  a  proposal  for  a  quantitative  risk  assessment  for
isothiazolinones. Although this would require further discussion at technical level in the Human
Health Working Group, it was considered useful by ECHA to first have an overarching discussion
on a regulatory level at the CA meeting. This is the reason for the present document.

The paints to which a preservative is added are “treated articles” in accordance with Article 3(1)
(l). It should be noted that, for CMIT/MIT in PT 6, a restriction1 for treated articles is included in
the implementing regulation for the use in consumer products with a concentration above the
specific  concentration  limit  of  15 ppm. No restriction  was  included for  treated articles  in  the
approval for MBIT in PT 6. Other isothiazolinones are still under evaluation for PT 6.

2. Key elements of the proposal in relation to a further regulatory 
discussion

In their document, CEPE proposes performing a quantitative risk assessment for use in consumer
products that are classified as sensitisers due to an in-can preservative. If the quantitative risk
assessment would show no risk – irrespective of the classification and labelling – CEPE proposes
to authorise a biocidal product containing the isothiazolinone without the use of risk mitigation
measures (RMM) and there would be no need for a restriction for treated articles in the regulation
approving the active substance. If risks are identified, CEPE proposes that a product could be
authorised by introducing protective gloves as a RMM for the use in treated paint – similar to what
has  been agreed for  antifouling  biocidal  products  where  the  protective  gloves  would  be  sold
together with the paint – unless the exposure can be controlled by other means.

The CA-Sept13-Doc.6.2.a – Final.Rev12 provides the current guidance on the interpretation of the

1 In view of the risks identified for human health, mixtures treated with or incorporating C(M)IT/MIT (3:1) 
and placed on the market for use by the general public shall not contain C(M)IT/MIT (3:1) at a concentration 
triggering classification as skin sensitiser, unless exposure can be avoided by other means than the wearing 
of personal protective equipment.
2 https://circabc.europa.eu/d/a/workspace/SpacesStore/4399ddeb-e8ba-4fe7-92c8-
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legal framework for the authorisation of  biocidal products classified as skin sensitisers for non-
professional users, and provides guidance on the implementation of the provision set in paragraph
63 of Annex VI to the BPR. There is no similar provision in the BPR on treated articles, and this CA
document  therefore  does not discuss  the restriction  or  labelling  of  treated articles  containing
biocidal products with skin sensitising properties.

Under REACH, there is currently no generic restriction on placing on the market for or use by
consumers of mixtures containing skin sensitizers. Discussion are on-going in the REACH area on
the matter.

It  is  to  be  noted  that  up  to  now only  a  qualitative  risk  assessment  is  performed for  active
substances  classified  as skin sensitisers.  The method proposed in  the document  by  CEPE for
quantitative risk characterisation is mentioned, among other methodologies, as a complementary
approach  to  the  qualitative  risk  characterisation  in  the  relevant  guidance3 under  the  BPR.
However, there is no experience with it under either BPR or REACH and the guidance indicates
that further scientific  clarifications are needed. Overall,  there is for the time being no agreed
methodology to quantitatively assess the risk of sensitisation.

3. Request to CA meeting

It is proposed to discuss the following questions at the CA meeting:

Where a biocidal product is used as an in-can preservative for a paint and this treated article
would as a consequence be classified as a sensitiser:

1. Would the consumer use of a paint (treated article) be acceptable with a risk mitigation
measure such as the wearing of protective gloves, similarly as for antifouling paints
that are biocidal products (PT 21) and not treated articles?

2. Would consumer use of a paint (treated article) be acceptable if it is possible to perform
a  quantitative  risk  characterisation  showing  no  risk  of  sensitisation  (although  the
product is classified as sensitiser)? Would the consumer use in this case be acceptable
without the introduction of risk mitigation measures like the use of protective gloves? 

Please  note  that,  as  explained  in  section  2,  currently  there  are  no  agreed
methodologies to perform a quantitative risk characterisation for sensitisation.

3. Do  MSCAs  already  have  an  opinion  on  the  feasibility  of  the  proposal  to  provide
protective  gloves  with  the  paint  (treated  article)  for  consumer  uses,  realising  the
differences between antifouling paints and other paints, e.g. in terms of uses, users
and perception by the users?

It is expected that definite, generally applicable answers cannot be given to all these questions.
Furthermore, other product types such as detergents could be concerned. However, the discussion
is hopefully providing the Human Health Working Group with a more solid regulatory background
and steer for future discussions. Provisionally a discussion on the proposed methodology could be
started  at  the  March  Working  Group  meeting,  considering  also  other  methodologies  possibly

447f277959d3/CA-Sept13-Doc.6.2.a - Final.Rev1 - sensitisers_PPE.doc 

3 See Chapter 4.3.2 (notably Table 26) and Appendices 4-4 and 4-5 of ECHA Guidance Vol III Parts B+C 
(https://echa.europa.eu/documents/10162/23036412/biocides_guidance_human_health_ra_iii_part_bc_en.pdf)
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available within Member States.

Annex.  Document  provided  by  CEPE  “Qualitative  and  quantitative  risk  assessment  of
isothiazolinones used in paints”
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