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NOTICE TO MEMBERS

Subject: Petition No No 1072/2020 by Erich Mähnert (Austrian) on maintaining 
different pigments in Regulation (EC) No 1907/2006 (REACH)

1. Summary of petition

The petitioner states that an EU-wide ban on Pigment Blue 15:3 and Pigment Green 7 would 
have a lengthy negative impact on the economic competitiveness of European tattooists and 
pigmenters vis-a-vis providers of those services outside the EU and would jeopardise the 
existence of that sector. Consumers could turn to providers abroad or switch to cowboy 
operators. Austria is named as an example. In Austria, the provision of tattooing / pigmenting 
services is governed by some of the strongest regulations in Europe. It is also standard practice 
to use products wrongly declared to be artists’ paint. This results in a situation whereby the 
statutory minimum requirements concerning sterility and compliance with threshold values 
with regard to organic and inorganic impurities no longer need to be monitored, as liability 
passes from the manufacturer to the tattooist/pigmenter

2. Admissibility

Declared admissible on 23 December 2020. Information requested from Commission under 
Rule 227 (6).

3. Commission reply, received on 8 march 2021

The petition

The petition refers to a provision in Commission Regulation (EU) 2020/2081 of 14 December 
20201 amending Annex XVII of Regulation (EC) No 1907/2006 of the European Parliament 

1 Commission Regulation (EU) 2020/2081 of 14 December 2020 amending Annex XVII to Regulation (EC) No 
1907/2006 of the European Parliament and of the Council concerning the Registration, Evaluation, Authorisation 



PE689.748v02-00 2/4 CM\1253283EN.docx

EN

and of the Council concerning the Registration, Evaluation, Authorisation and Restriction of 
Chemicals (REACH)2. This Regulation, which entered into force on 4 January 2021, restricts 
certain hazardous substances in tattoo inks and permanent make-up, including the two pigments 
Pigment Blue 15:3 and Pigment Green 7. The petitioner states that an EU-wide ban of those 
two pigments would result in consumers deviating towards non-EU providers or illicit sources, 
jeopardising also the compliance with other safety requirements under EU law.

The Commission’s observations

The Commission asked the European Chemical Agency (ECHA) in December 2015 to assess 
under the REACH Regulation the chemical-related risks associated with the tattoo inks, the 
need for Union-wide action, and the relevant socio-economic impacts of a possible restriction 
by preparing a so-called restriction dossier. 

Following a meticulous scientific and socio-economic assessment of the restriction dossier by 
ECHA’s committees, they concluded that the EU-wide restriction of substances with hazardous 
properties, such as carcinogenic, mutagenic, or toxic for reproduction, skin sensitisers or 
irritants, serious eye damage or irritation, as well as substances banned in cosmetic products, 
was the most appropriate measure to ensure a harmonised level of protection in the EU against 
harmful substances in tattoo inks and permanent make-up. The restriction proposal was subject 
to public consultations to ensure that stakeholders had the opportunity to comment and provide 
data3. 

The petitioner refers to the ban of two pigments, Pigment Blue 15:3 and Pigment Green 7. As 
they are banned for use in hair dye products (Annex II to Regulation (EC) No 1223/20094) and 
allowed under specific conditions only in other cosmetic products (Annex IV to Regulation 
(EC) No 1223/2009), they are within the scope of the restriction. During the opinion 
preparation, stakeholders informed that these two pigments were essential for tattooing, that 
there were no safer and technically adequate alternatives available and indicated that they had 
been used for a long time without any reported health complications. On this basis, they asked 
for a derogation from the restriction.

The Risk Assessment Committee (RAC) did not support the requested derogation, as the risk 
of cancer as well as the non-carcinogenic hazards could not be ruled out, primarily due to the 
lack of adequate information in general and the stakeholders’ failure to submit additional data 
on their safety. As the alternatives for these two pigments were not considered safer or 
technically adequate, the Socioeconomic Committee (SEAC) recommended to establish a 
transitional period of 36 months before their ban is effectively applied. 

As tattoo inks are injected into the skin, and considering the need to reduce potential risks to 
human health as far as possible, the Commission proposed a transitional period of 24 months 
for Pigment Blue 15:3 and Pigment Green, 12 months shorter than initially proposed by SEAC. 
The Commission considers that this is sufficient time to allow ink formulators to find safer 

and Restriction of Chemicals (REACH) as regards substances in tattoo inks or permanent make-up (Text with 
EEA relevance), OJ L 423, 15.12.2020, p. 6–17.
2 Entry 75 to Annex XVII of REACH
3More info on the restriction: https://echa.europa.eu/registry-of-restriction-intentions/-
/dislist/details/0b0236e180dff62a
4 Regulation (EC) No 1223/2009 of the European Parliament and of the Council of 30 November 2009 on cosmetic 
products (Text with EEA relevance), OJ L 342, 22.12.2009, p. 59–209.

https://echa.europa.eu/registry-of-restriction-intentions/-/dislist/details/0b0236e180dff62a
https://echa.europa.eu/registry-of-restriction-intentions/-/dislist/details/0b0236e180dff62a
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alternatives whilst ensuring the availability of the inks on the market in the meantime.

The Commission reminds the petitioner that it is the responsibility of Member States to enforce 
the REACH legislation. This includes the establishment of controls to prevent the placing on 
the market and use of hazardous tattoo inks that do not comply with the harmonised provisions 
of the restriction under REACH. Moreover, the Member States are also in charge of the possible 
national safety rules beyond REACH.

Conclusion

The Commission has carefully considered the concerns raised by the petitioner on the 
alternatives to Pigment Blue 15:3 and Pigment Green 7 during the whole preparation of the 
restriction. This was also subject to extensive discussions with the Member States in the 
REACH committee. The European Parliament made no comments to the draft Regulation that 
was notified in accordance with Article 5a(3) of Decision 1999/468/EC5 for its scrutiny until 
18 October 2020. The Commission considers that the protection of human health from 
potentially hazardous substances, where safety for injection into the human body has not been 
sufficiently proven, needs to prevail. The transitional period for the two pigments until 
4 January 2023 provides for sufficient time to find safer alternatives. Finally, the Commission 
recalls that it is the responsibility of Member States to enforce EU legislation.

4. Commission reply (REV I), received on 3 march 2022

The Commission would like to provide an update to its observations of March 2021. The 
Commission has also provided written answers to parliamentary questions on this matter6.

Tattoo inks and permanent make-up that do not respect the provisions in Commission 
Regulation (EU) 2020/2081 of 14 December 2020 can no longer be placed on the EU market 
since 5 January 2022. With regard to Pigment Blue 15:3 and Pigment Green 7, their use is 
extended by one year, and the ban will not become effective until 4 January 2023.

The European Chemicals Agency (ECHA), together with Italy, Denmark, Norway and Finland, 
has launched in November 20217 an information campaign which aims to make tattoo inks and 
permanent make-up safer by increasing awareness about the new rules to artists and consumers. 
The Netherlands and Denmark have started national campaigns to actively inform both 
tattooists and ink suppliers.

The Commission is aware of the challenges that the industry faces regarding the implementation 
of this Regulation due to the high number of hazardous substances covered by its scope and the 
difficulties to find alternatives to Pigment Blue 15:3 and Pigment Green. Therefore, at the 
request of the Commission, on 29 March 2022 ECHA will organise a dedicated information 
session to reply to technical questions and to support industry and representatives of the tattoo 

5 1999/468/EC: Council Decision of 28 June 1999 laying down the procedures for the exercise of implementing 
powers conferred on the Commission, OJ L 184, 17.7.1999, p. 23–26.
6https://www.europarl.europa.eu/doceo/document/E-9-2021-001219-ASW_EN.html;  
https://www.europarl.europa.eu/doceo/document/E-9-2020-000805_EN.html; written reply to E-004854/2021
7 https://echa.europa.eu/making-tattoo-and-permanent-makeup-inks-safer

https://www.europarl.europa.eu/doceo/document/E-9-2021-001219-ASW_EN.html
https://www.europarl.europa.eu/doceo/document/E-9-2020-000805_EN.html
https://echa.europa.eu/making-tattoo-and-permanent-makeup-inks-safer
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sector in the implementation of the Regulation. 

The Commission underlines that protection of human health from potentially hazardous 
substances injected in the skin is a key priority. Moreover, this restriction has already led to 
some changes among tattoo ink manufacturers. The Commission has identified at least one 
manufacturer announcing on its website that the tattoo inks available are already compliant with 
the REACH requirements.

Conclusion

With this new Commission Regulation, European citizens, in particular the younger population, 
are better protected against hazardous chemicals injected into their skin for life. 

Information campaigns to the general public and tattoo artists and a technical information 
session will be organised to help the stakeholders concerned by the restriction to implement 
the provisions of this Regulation.


