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<Commission>{PETI}Committee on Petitions</Commission>

<Date>{24/10/2023}24.10.2023</Date>
<TitreType>NOTICE TO MEMBERS</TitreType>
Subject:	<TITRE>Petition No 0205/2018, by Mariateresa Anzola, (Italian), on behalf of the Intermunicipal Committee for the Quality of Life of Dosolo, on more stringent limits on formaldehyde under the REACH Regulation and on its replacement in the wood panel industry</TITRE>
1.	Summary of petition
The petitioner, taking as her starting point the change in the classification of formaldehyde as a carcinogen, from ‘suspected’ to ‘presumed or known’ (with effect from 1 January 2016, pursuant to Regulation (EU) No 605/2014), sounds the alarm on behalf of residents of an area in the Province of Mantua (Lombardy) where she says that more than 12% of all the formaldehyde in Europe is produced (4 115 000 tonnes per year). In particular, this substance is used by the local chemical industry for the manufacture of wood fibre panels, and during this process large quantities are emitted into the atmosphere. On the basis of the results of epidemiological studies conducted by the Mantua local health authority (2012), children living near the plants are suffering from diseases of the respiratory system and are more exposed to genotoxic damage, with alterations to their DNA that can cause cancer. Contrary to the requirement that emissions of formaldehyde and NO2 be reduced, as laid down in the integrated environmental authorisation renewed in 2012 for the chemical company Pomponesco SPA, in 2016 the Province of Mantua authorised an increase in production, with a consequent increase in emissions and in the risk of accidents involving explosions or fires.  In this regard the petitioner mentions a number of worrying incidents (explosions, clouds of smoke, a shower of yellow dust), the last of which (on 20 July 2017), at the establishment of the business in question, is said to have injured workers and caused visible damage to buildings due to an explosion with effects similar to those of an earthquake. With regard to this last incident, criminal proceedings are ongoing. In conclusion, the petitioner, stressing that formaldehyde, as well as being used throughout the wood production chain, has a wide range of applications, as a constituent of thermosetting resins, cosmetics, detergents, pharmaceuticals and vaccines, solvents and paints, etc., makes a number of requests: 1) the imposition of stricter atmospheric emission limits corresponding to the best available techniques (BAT) for the production of wood-based panels, on the basis of Commission Implementing Decision (EU) 2015/2119 of 20 November 2015; 2) reduction of the individual exposure limits for formaldehyde, pending its complete replacement by 31 December 2019; 3) the inclusion of these precautionary measures also in Decision (EU) 2016/902 (BAT conclusions on common waste water and waste gas treatment/management systems in the chemical sector); 4) the inclusion of formaldehyde in Annex XIV to Regulation No 1907/2006 (REACH) on substances subject to authorisation as carcinogenic, persistent and bioaccumulative; 5) the use of formaldehyde substitutes in the manufacture of wood panels.
2.	Admissibility
Declared admissible on 2 July 2018. Information requested from Commission under Rule 227(6). Former Rule 216(6).
3.	Commission reply, received on 21 September 2018
The Commission's observations 

The petitioner puts forward five requests for EU measures to further limit the emissions and the exposure to formaldehyde, a substance classified as carcinogenic 1B under Regulation EC No 1272/2008 of the European Parliament and of the Council on classification, labelling and packaging of substances and mixtures.  

First request: imposition of stricter atmospheric emission limits corresponding to the best available techniques (BAT) for the production of wood-based panels, on the basis of Commission Implementing Decision (EU) 2015/2119. 

The BAT conclusions for the production of wood-based panels identify techniques to reduce formaldehyde emissions along with BAT Associated Emission Levels (BAT AELs). This concerns both emissions of formaldehyde naturally present in the wood (e.g. dryers) as well as formaldehyde introduced to the production process with resins or other chemicals (e.g. presses, paper impregnation ovens). 

As is usual for BAT conclusions, the BAT AELs have been set as ranges, taking account of different conditions and techniques available to abate emissions. Where necessary, Competent Authorities have the possibility to apply stricter permit conditions (e.g. close to the lower end of the BAT AEL range). This may result in a formaldehyde outlet concentration of less than 5 mg/Nm3.

There is also a requirement to periodically monitor formaldehyde emissions. This should be considered as a minimum requirement with the possibility to increase the frequency or apply continuous measurement (e.g. by Fourier Transform Infra-Red absorption) to increase emission control measures. Continuous monitoring is not a common practice on EU industrial sites.

Second request: reduction of the individual exposure limits for formaldehyde, pending its complete replacement by 31 December 2019.

On 5 April 2018 the Commission presented a proposal for a directive[footnoteRef:1] amending Directive 2004/37/EC[footnoteRef:2] on the protection of workers from the risks related to exposure to carcinogens or mutagens at work. This initiative is the third part of an ongoing series of amendments which aims at improving workers health and safety by introducing binding occupational exposure limit values for carcinogenic and mutagenic substances. Once in force after adoption by the European Parliament and the Council, the Directive will establish binding occupational exposure limit values for five substances, including for formaldehyde. [1:  COM(2018) 171 final, https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52018PC0171]  [2:  Dir. 2004/37/EC, https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02004L0037-20180116] 


[bookmark: _GoBack]Furthermore, the Commission has requested the European Chemicals Agency (ECHA) to prepare a dossier in accordance with Annex XV to Regulation (EC) No 1907/2006 of the European Parliament and of the Council (REACH) in view of a possible restriction of formaldehyde and formaldehyde releasers in mixtures and articles for consumer uses. It is expected that ECHA will submit the Annex XV dossier on 11 January 2019 in order to initiate the restrictions process. More information can be found on the ECHA website:  
https://echa.europa.eu/current-activities-on-restrictions 
https://echa.europa.eu/registry-of-restriction-intentions/-/dislist/details/0b0236e182439477

The dossier prepared by ECHA will be assessed by the Agency’s scientific committees (Committee on Risk Assessment and Committee on Socio-economic analysis), and their opinions will be submitted to the Commission who will decide whether an EU-wide restriction is necessary on the basis of an unacceptable risk and for which mixtures and articles. Two public consultations (of six and two months, respectively) are foreseen under the restriction procedure, to which the petitioner is invited to submit comments regarding the release of formaldehyde from consumer mixtures and articles, in particular during the production and use of wood panels.  In parallel with the preparation of the Annex XV dossier, ECHA has been asked to gather existing information to assess the potential exposure from formaldehyde and formaldehyde releasers at the workplace including industrial and professional uses. This task should be finalised by 1 January 2019. The petitioner is also invited to submit to ECHA any appropriate information regarding workers exposure to formaldehyde.

Third request: the inclusion of these precautionary measures also in Commission Implementing Decision (EU) 2016/902 (BAT conclusions on common waste water and waste gas treatment/management systems in the chemical sector)

The BAT conclusions on common waste water and waste gas treatment/management systems in the chemical sector concern a wide range of chemical activities as specified in point 4 of Annex I to Directive 2010/75/EU of the European Parliament and of the Council on industrial emissions with the main focus on emissions to water. Therefore, Implementing Decision (EU) 2016/902 does not contain BAT AELs for emissions to air. 

It does include however, several BATs addressing emissions to air, e.g. diffuse volatile organic compound (VOC) releases, which would be applicable for various types of chemical installations, including formaldehyde production. 

However, this type of activity is primarily covered by the BAT conclusions for the production of large volume organic chemicals, which sets BAT AELs for formaldehyde emissions to air ranging from 2 to 5 mg/Nm3. 

Work has started on a new BAT reference document (BREF) and BAT conclusions for Common Waste Gas Treatment in the Chemical Sector. This aims to reduce emissions to air from different categories of chemical installations. Formaldehyde was preliminarily identified as a Key Environmental Issue and therefore BAT and AELs may be established for this substance.

Fourth request: the inclusion of formaldehyde in Regulation No 1907/2006 (REACH), namely its Annex XIV on substances subject to authorisation as carcinogenic, persistent and bioaccumulative.

Currently formaldehyde is not in the candidate list of substances of very high concern (SVHC). The Commission is not aware of any intention of Member States to prepare a dossier for its identification and it does not intend to request ECHA to prepare such a dossier while the restriction procedure for this substance is ongoing (see above under 2nd request).

Fifth request: the use of formaldehyde substitutes in the manufacture of wood panels. 

The Annex XV dossier under preparation by ECHA for a possible restriction under REACH should provide clarity about, amongst others, the availability of suitable alternatives to formaldehyde in the manufacture of wood panels.

Conclusion

Both existing BAT conclusions and others being elaborated include measures (as well as BAT AELs) to minimise formaldehyde emissions from various types of industrial sources. Moreover, when environmental quality standards cannot be met, Article 18 of Directive 2010/75 requires stricter conditions to be set in the permit than those achievable by the use of BAT, without prejudice to other measures which may be taken to comply with those standards. 

In addition, Directive 2010/75 also includes in its Chapter V special provisions for installations and activities using organic solvents listed in Part 1 of Annex VII to that Directive. According to Article 58, substances or mixtures which, because of their content of volatile organic compounds classified as carcinogens, mutagens, or toxic to reproduction under Regulation (EC) No 1272/2008, are assigned or need to carry the hazard statements H340, H350, H350i, H360D or H360F, shall be replaced, as far as possible by less harmful substances or mixtures within the shortest possible time. Emissions of VOCs in these categories are also restricted with a limit value of 2 mg/Nm3 in the case of formaldehyde, when the mass flow of hazard compounds causing the hazard statement is 10 g/h or more. 

Regulatory measures to limit exposure of workers to formaldehyde have been recently proposed by the Commission and the legislative proposal is now under consultation with the Council and the European Parliament. Furthermore, the need for measures to control the risks for consumers from exposure to articles is currently being assessed under REACH with a view to proposing a restriction for mixtures and consumer articles. The petitioner is invited to submit any information to ECHA regarding the release of formaldehyde from mixtures and articles for consumer uses, including wood panels, as well as any relevant information regarding workers’ exposure to formaldehyde.


4.	Further reply from the Commission (REV. I), received on 21 May 2019
During the Committee on Petitions meeting of 22 January 2019 the Commission confirmed that the European Chemicals Agency (ECHA) had finalised the restriction report in accordance with Annex XV to Regulation (EC) No 1907/2006 (REACH)[footnoteRef:3] for formaldehyde and formaldehyde releasers from articles and, thus, initiated the restrictions process under REACH. [3:  Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC, OJ L 396, 30.12.2006, p. 1–850.] 


As requested by the Committee on Petitions, the Commission provides herewith the link to the report published by ECHA: https://echa.europa.eu/restrictions-under-consideration/-/substance-rev/22919/term. 

The co-legislators reached, in January 2019, a provisional agreement on the Commission proposal[footnoteRef:4] for a third update of the Carcinogens and Mutagens Directive[footnoteRef:5]. It is expected that this third amendment to the Carcinogens and Mutagens Directive, which includes a binding occupational exposure limit value (OELV) for formaldehyde of 0.37 mg/m3, will be formally adopted in the second quarter of 2019  [4:  COM(2018) 171 final.]  [5:  Directive 2004/37/EC of the European Parliament and of the Council of 29 April 2004 on the protection of workers from the risks related to exposure to carcinogens or mutagens at work (Sixth individual Directive within the meaning of Article 16(1) of Council Directive 89/391/EEC) (codified version) (Text with EEA relevance), OJ L 158, 30.4.2004, p. 50–76.] 


5.	Further reply from the Commission  (REV. II), received on 24 October 2023
The Commission’s observations 
As requested by the Committee on Petitions, the Commission would like to provide an update on the state of play of new legislation as regards formaldehyde and formaldehyde releasers aimed to further limit the emissions and the exposure to that substance as raised by the petitioner in 2018.
The restriction procedure referred to in the additional communication transmitted in May 2019 has been finalised with the adoption of the Commission Regulation (EU) 2023/1464 of 14 July 2023 amending Annex XVII to Regulation (EC) No 1907/2006 of the European Parliament and of the Council as regards formaldehyde and formaldehyde releasers[footnoteRef:6]. The Commission Regulation restricts the placing on the market of formaldehyde or formaldehyde releasing substances in articles. After a transitional period of 3 years (except for interior of road vehicles where the transitional period is 4 years) an emission limit of 0.062 mg/m3 will apply to the largest contributors of formaldehyde into indoor air, such as wood-based articles and furniture and to the interior of road vehicles. A limit of 0.08 mg/m3 will apply to other articles. This restriction ensures a high human health protection while limiting the socio-economic costs for industries and sectors that do not contribute to the same extent to the emissions.  [6:  https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32023R1464 OJ L 180, 17.7.2023, p. 12–20 ] 

With regards to workers protection, Directive (EU) 2019/983 of the European Parliament and of the Council of 5 June 2019 amending Directive 2004/37/EC on the protection of workers from the risks related to exposure to carcinogens, mutagens or reprotoxic substances at work includes a binding occupational exposure limit value[footnoteRef:7] (BOEL) and a binding short-term limit value[footnoteRef:8] (STEL) for formaldehyde of 0.37 mg/m3 and 0.74 mg/m3, respectively (third amendment to the Carcinogens, Mutagens and Reprotoxic substances Directive, CMRD)[footnoteRef:9]. Compliance with those limit values is without prejudice to other employers’ obligations pursuant to the CMRD, including the replacement of formaldehyde with a substance, mixture or process which is not dangerous or is less dangerous to workers’ health, the use of a closed system and other measures aiming to reduce the level of workers’ exposure, in so far as is technically possible.  [7:  Measured or calculated in relation to a reference period of eight hours time-weighted average (TWA)]  [8:  Related to a 15-minute period unless otherwise specified]  [9:  https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:OJ.L_.2019.164.01.0023.01.ENG&toc=OJ:L:2019:164:TOC OJ L 164, 20.6.2019, p. 23–29] 

The emissions related to the production or use of formaldehyde in industry are regulated by the Directive on Industrial Emissions (Directive 2010/75/EU, IED). In particular, the Best Available Techniques (BAT) adopted as Commission Implementing Decisions under the IED are the reference for setting permit conditions for the activities covered by the IED. Emission limit values are set in permits to ensure that, under normal operating conditions, emissions do not exceed the emission levels associated with the BAT (BAT-AELs). Overall, implementing the BAT ensures that a high level of protection of the environment as a whole is achieved. The prevention and reduction of emissions of formaldehyde to air are addressed in the following BAT conclusions: 

	BAT conclusions for the production of Large Volume Organic Chemicals[footnoteRef:10]: Techniques to reduce emissions to air from formaldehyde production and BAT-AEL for formaldehyde (BAT 45). [10:  Commission Implementing Decision (EU) 2017/2117 of 21 November 2017] 

	BAT conclusions for the Textiles Industry[footnoteRef:11]: Techniques and BAT-AELs for formaldehyde emissions to air from singeing, thermal treatment, coating and lamination (BAT 26), from printing (BAT 47) and from easy-care finishing of textile materials made of cellulosic fibres and/or blends of cellulosic and synthetic fibres (BAT 48). [11:  Commission Implementing Decision (EU) 2022/2508 of 9 December 2022] 

	BAT conclusions for the production of wood-based panels[footnoteRef:12]: Techniques and BAT-AELs for formaldehyde emissions to air from the dryer (BAT 17), from the press (BAT 19), and from a drying oven for the impregnation of paper (BAT 21). [12:  Commission Implementing Decision (EU) 2015/2119 of 20 November 2015] 

	BAT conclusions for Common Waste Gas Management and Treatment Systems in the Chemical Sector[footnoteRef:13]: Techniques and BAT-AELs for channeled emissions to air of formaldehyde (BAT 11). [13:  Commission Implementing Decision (EU) 2022/2427 of 6 December 2022] 

	BAT conclusions for the Manufacture of Glass[footnoteRef:14]: Techniques to reduce emissions from downstream processes and BAT-AEL for formaldehyde emissions to air from forming and coating and from the curing oven (BAT 27 and 63). [14:  Commission Implementing Decision of 28 February 2012 – 2012/134/EU] 

	BAT conclusions for Large Combustion Plants[footnoteRef:15]: Techniques and BAT-AEL for formaldehyde emissions to air from the combustion of natural gas in a spark-ignited lean-burn gas engine (BAT 45).  [15:  Commission Implementing Decision (EU) 2021/2326 of 30 November 2021] 

	BAT conclusions for the non-ferrous metals industries[footnoteRef:16]: Techniques to reduce emissions of organic compounds to air, including phenol and the formaldehyde from the impregnation stage (BAT 183). [16:  Commission Implementing Decision (EU) 2016/1032 of 13 June 2016] 


Conclusion
[bookmark: _Hlk148598077]With the (1) adopted REACH (Registration and Authorisation of Chemicals) restriction on emissions of formaldehyde from articles aimed to increase consumer’s protection, (2) the binding limit values and other requirements provided by the CMRD to protect workers and (3) the Best Available Techniques adopted as Commission Implementing Decisions under the Directive on Industrial Emissions aimed to reduce industrial emissions of formaldehyde and ensure a high level of protection of the environment, the Commission has put in place a comprehensive set of measures addressing the concerns raised by the petitioner to further limit the emissions and exposure to formaldehyde.
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