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Results 

The procedure regarding the PFAS restricƟon dossier submiƩed by DE, DK, NL, NO, and SE (dossier 
submiƩers) infringes the requirements of Title VIII of the REACH RegulaƟon in several respects. The 
procedural errors—parƟcularly when considered cumulaƟvely—preclude the European Commis-
sion from adopƟng a restricƟon in accordance with the proposal. Should such a restricƟon never-
theless be adopted, it would be unlawful. It could be challenged by affected parƟes through an 
acƟon under ArƟcle 263(4) TFEU and declared null and void by the European courts pursuant to 
ArƟcle 264 TFEU.  

Specifically, the proposed restricƟon is flawed by the following legal errors: 

1. The group-based approach of the proposal is incompaƟble with the wording, structure, and 
purpose of the REACH regulaƟons. The restricƟon requirements under Title VIII of the REACH 
RegulaƟon clearly follow a substance-by-substance approach (SecƟon C. 1. a. aa.). 

2. Furthermore, the group-based restricƟon proposal violates the principle of proporƟonality 
both in its enƟrety and in its individual aspects (SecƟon C. 1. a. bb.). 

A restricƟon in the form of a general ban is neither necessary nor proporƟonate, as the exist-
ence of a risk has not been demonstrated for all PFAS. Also, there are significant doubts as to 
whether sufficient exempƟons are granted for all uses where – taking into account the socio-
economic impacts and available alternaƟves – there is no unacceptable risk to human health 
and the environment. With regard to the proposed Ɵme limit on the exempƟons, there is also 
a lack of the necessary individual assessment of the substances and their uses. The SEAC shares 
these doubts. 

For these reasons, a comprehensive ban without a necessary exempƟon also unjusƟfiably in-
terferes with the fundamental rights of those affected to freedom to conduct a business under 
ArƟcle 16 of the Charter of Fundamental Rights of the European Union (CFREU) and the right 
to property of those affected under ArƟcle 17 CFREU.  

3. The group-based restricƟon proposal (iniƟal dossier from January 2023 and background docu-
ments from August 2025) does not comply with the relevant procedural rules. The errors of 
procedure violate the rights of parƟcipaƟon and the European fundamental rights of the par-
Ɵes concerned under Art. 69(6) in conjuncƟon with Art. 69(4) REACH and Art. 41(1) and (2) 
CFREU (SecƟon C. 1. b.): 

a. ViolaƟon of the rights to parƟcipate under ArƟcle 69(6) in conjuncƟon with ArƟcle 69(4) 
REACH (SecƟon C. 1. b. aa.). 



 Due to its group-based approach, the restricƟon proposal leads to an impermissible 
reversal of the burden of proof to the detriment of those affected by the proposal. To 
obtain an exempƟon from the general ban, those affected must—beyond the require-
ments of ArƟcle 69(6), second sentence of REACH—provide detailed informaƟon on 
uses, quanƟƟes used, emissions, the absence of alternaƟves, etc. However, these are 
facts whose presentaƟon and proof, pursuant to ArƟcles 68(1), 69(1), and 69(6) REACH 
as well as Annex XV of REACH, are imposed only on the iniƟators of the restricƟon—
i.e., specifically not on the affected parƟes.  

 The consultaƟon of affected parƟes on the restricƟon proposal was flawed because it 
overburdened them. 

The burden on those affected stems from the complexity of the proposal and the as-
sociated volume of informaƟon. Determining the extent to which parƟes are affected 
by the proposal requires, on the one hand, technical and human resources that SMEs 
in parƟcular do not possess. The same applies to manufacturers and suppliers of prod-
ucts. They, too, are oŌen overextended by the requirement to parƟcipate because they 
cannot idenƟfy – nor can they determine with reasonable effort and sufficient certainty 
– which of the precursor products supplied to them contain PFAS and for which uses 
an exempƟon might therefore be necessary. 

 Against this background, the six-month consultaƟon period under ArƟcle 69(6), second 
sentence, REACH was too short. To ensure the necessary effecƟve parƟcipaƟon of 
stakeholders in a procedure concerning such a complex proposal, the period should 
have been extended. This was legally permissible and necessary, not least in view of 
the (significant) exceeding of the deadlines applicable to RAC and SEAC, which was 
foreseeable from the outset. 

b. ViolaƟon of the Union fundamental right to good administraƟon under ArƟcle 41 CFREU 
(SecƟon C. 1.b. bb.). 

The violaƟon of the rights of parƟcipaƟon of the parƟes concerned under Art. 69(6) in con-
juncƟon with Art. 69(4) REACH is also incompaƟble with the Union fundamental right of 
the parƟes concerned to good administraƟon under Art. 41(1) and (2) CFREU, to which the 
ECHA and the European Commission are bound pursuant to Art. 51(1) CFREU in the proce-
dure for adopƟng a restricƟon. The requirements of Art. 41 CFREU and the relevant case 
law of the European courts must be observed in the interpretaƟon and implementaƟon of 
the rather brief provision on parƟcipaƟon in Art. 69(6) REACH. This is all the more true 
when one considers that the final decision of the European Commission on the restricƟon 
proposal under ArƟcle 73(2) REACH in conjuncƟon with ArƟcle 133(4) REACH is made in a 
comitology procedure in which no further consultaƟon of stakeholders is provided for.  



4. RAC and SEAC should have noƟfied the dossier submiƩers of the deficiencies in the Annex XV 
dossier submiƩed in January 2023, as outlined here, in accordance with ArƟcle 69(4), subpar-
agraph 3, sentence 3 of REACH. The submiƩers would then have had to remedy the deficien-
cies within 60 days. However, this would not have been possible, as the deficiencies are of a 
structural nature. This would have automaƟcally concluded the restricƟon procedure (see Ar-
Ɵcle 69(4), third subparagraph, fourth sentence REACH).  

Instead, RAC and SEAC erroneously confirmed the conformity of the original dossier pursuant 
to ArƟcle 69(4), subparagraph 3 REACH, thereby prevenƟng the legally required terminaƟon of 
the procedure. By processing the restricƟon proposal while repeatedly exceeding the statutory 
deadlines set forth in ArƟcle 70, sentence 1, and ArƟcle 71(1), sentence 1 of REACH, and by 
submiƫng or draŌing an opinion to the European Commission, the RAC and SEAC have repeat-
edly violated the requirements of the restricƟon procedure (SecƟon C. 2. a. – d.). 

5. It is against the procedural requirements of ArƟcles 68 and 69 REACH for the dossier submiƩers 
to have completely revised—and thereby replaced—the original restricƟon dossier based on 
the comments received during the public consultaƟon. This also consƟtutes an encroachment 
on the powers of RAC and SEAC. By deliberaƟng on the new restricƟon dossier nonetheless, 
RAC and SEAC, for their part, violated the legal requirements for the restricƟon procedure. The 
resulƟng violaƟon of the affected parƟes’ rights to parƟcipate cannot be offset by their hearing 
under ArƟcle 71(1), fourth sentence of REACH regarding the draŌ SEAC opinion. The affected 
parƟes are thus denied the required hearing at the first stage regarding the replaced restricƟon 
proposal (SecƟon C. 3. a. – c.). 

6. As a precauƟonary measure, disregarding the above deficiencies:  

a. By refusing to issue sector-specific opinions for the eight new sectors, the RAC and SEAC 
are violaƟng the requirements of the restricƟon procedure. On the one hand, the approach 
of the dossier submiƩers is disregarded; on the other hand, the procedure provided for in 
ArƟcle 71 REACH is not followed. Furthermore, this approach potenƟally consƟtutes an 
error of discreƟon on the part of the European Commission, as the facts underlying the 
restricƟon proposal have not been fully invesƟgated. A referral of the restricƟon proposal 
by ECHA pursuant to ArƟcle 72(1) REACH is inadmissible (SecƟon C. 4. b. aa. – ff.). 

b. The recommendaƟon by RAC and SEAC associated with the refusal to conduct sector-spe-
cific assessments for the eight new sectors is incompaƟble with the provisions and struc-
ture of Title VIII of the REACH RegulaƟon and proposes an impermissible course of acƟon 
(SecƟon C. 4. c. aa. – cc.): 

 AdopƟng a restricƟon in the form of a comprehensive ban on the use of PFAS in the 
new sectors is impermissible due to the lack of legal prerequisites, even if a compre-
hensive exempƟon is to be granted at the same Ɵme. For legal reasons, SEAC must 
refrain from making this recommendaƟon and could, at most, recommend exempƟng 



the eight sectors from the general ban (or, alternaƟvely, from the general scope of the 
restricƟon) (SecƟon C. 4. c. bb.). 

 Likewise, the proposed retroacƟve sector-specific assessment is not permissible. For 
legal reasons, the SEAC must refrain from making this recommendaƟon. Should the 
SEAC maintain the recommendaƟon, the European Commission would likely not follow 
it for legal reasons (SecƟon C. 4. c. -cc.). 

7. The ongoing consultaƟon on the draŌ SEAC opinion is procedurally flawed in several respects. 
Given the scope and complexity of the restricƟon dossier, the 60-day deadline under ArƟ-
cle 71(1), fourth sentence, REACH is unreasonably short. At the same Ɵme, the parƟcipaƟon 
rights of stakeholders are violated by the excessively short deadline as well as by unreasonable 
requirements regarding the structure and scope of stakeholders’ opinions.  

ECHA is obligated to facilitate a comprehensive consultaƟon within a sufficient Ɵmeframe and 
under reasonable condiƟons. If it fails to do so and forwards the opinions of RAC and SEAC to 
the European Commission, the European Commission must reject the adopƟon of a restricƟon 
corresponding to those opinions (SecƟon C. 5. a. – c.). 
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A. Assignment 
The FederaƟon of German Industries (BDI) and its member associaƟons listed on the cover page 
have asked us, in light of the facts set forth below, to prepare a brief legal opinion examining 
whether the comprehensive PFAS restricƟon proposal under the REACH RegulaƟon1 contains pro-
cedural errors. In parƟcular, the review should examine whether the restricƟon proposal violates 
the requirements of Title VIII of the REACH RegulaƟon and the fundamental right of the parƟes 
concerned to good administraƟon (in parƟcular, the right to parƟcipate in the procedure). 

B. Facts 
The subject maƩer, content, and course of the procedure regarding the proposal for a comprehen-
sive restricƟon of all PFAS2 can only be presented here in the brevity required for this brief opinion. 
The parƟes involved in the PFAS restricƟon procedure and those affected by it are familiar with the 
details of the facts. 

Four EU Member States—Denmark, Germany, the Netherlands, and Sweden—as well as Norway 
(hereinaŌer: dossier submiƩers) submiƩed a dossier to ECHA in January 2023 for a general re-
stricƟon of PFAS3 following the provisions of Title VIII and Annex XV of the REACH RegulaƟon. The 
dossier consisted of a general Annex XV RestricƟon Report of 224 pages and seven annexes, as well 
as four appendices in PDF and Excel format totalling approximately 2,100 pages. In substance, the 
dossier proposed a group approach in the form of a general ban on the manufacture, placing on 
the market and use of all PFAS (esƟmated at over 10,000 substances) in all known—as well as un-
known—areas of use. At the same Ɵme, exempƟons were defined for certain uses in 15 sectors, 
which were generally Ɵme-limited. In addiƟon, potenƟal exempƟons were listed that were to be 
re-evaluated following the required consultaƟon. 

AŌer the review of the dossier’s compliance by ECHA’s competent commiƩees – RAC and SEAC – 
in accordance with ArƟcle 69(4), third subparagraph of REACH, a stakeholder consultaƟon was con-
ducted pursuant to ArƟcle 69(6) REACH. It ran from March 22, 2023, to September 25, 2023. More 
than 5,600 comments were submiƩed during this process. Since September 2023, RAC and SEAC 
have been reviewing the restricƟon proposal and the stakeholder comments. 

Taking into account the comments from stakeholders, the dossier submiƩers presented a compre-
hensively revised version of the restricƟon proposal—referred to as the “Background Document”—
in August 2025, which was published on the ECHA website. The Background Document consisted 
of a general document in the form of an “Annex XV Report” (see Background Document, Summary, 

1 RegulaƟon (EC) No. 1907/2006 of the European Parliament and of the Council of December 18, 2006, concerning 
the RegistraƟon, EvaluaƟon, AuthorizaƟon, and RestricƟon of Chemicals (REACH), establishing a European Chem-
icals Agency, amending DirecƟve 1999/45/EC, and repealing Council RegulaƟon (EEC) No. 793/93, Commission 
RegulaƟon (EC) No. 1488/94, Council DirecƟve 76/769/EEC, and Commission DirecƟves 91/155/EEC, 93/67/EEC, 
93/105/EC, and 2000/21/EC (OJ L 396, 30.12.2006, p. 1) – hereinaŌer referred to as the “REACH RegulaƟon” or 
“REACH.”
2 Per- and polyfluoroalkyl substances (PFAS). 
3 PFAS as defined by the OECD. 



p. 1) comprising 320 pages and seven annexes, as well as five appendices, for a total volume of 
approximately 3,600 pages. It further provided for a general ban on the manufacture, placing on 
the market, and use of all PFAS, as well as exempƟons for certain uses, with eight addiƟonal sectors 
of use included, bringing the total to 23 sectors of use. Proposals for possible (yet to be reviewed) 
exempƟons were no longer included. 

In its communicaƟon of August 27, 2025, ECHA announced that RAC and SEAC would not conduct 
a sector-specific evaluaƟon of the eight newly added sectors, as their inclusion in the evaluaƟons 
would require a significant amount of Ɵme extending beyond 2026. 

On March 26, 2026, ECHA published the draŌ opinion of the SEAC (819 pages) and the opinion of 
the RAC (856 pages). These documents comprise a total of 1,675 pages. This also marked the start 
of the 60-day public consultaƟon on the draŌ SEAC opinion pursuant to ArƟcle 71(1), fourth sen-
tence of REACH, which runs unƟl May 25, 2026. According to the published draŌ, SEAC and RAC did 
not conduct detailed sector-specific evaluaƟons for the eight new sectors. However, SEAC has ad-
dressed the eight new sectors from a general perspecƟve (general necessity and proporƟonality) 
and confirmed that the resulƟng requirements are met. 

AŌer evaluaƟng the contribuƟons from the consultaƟon, SEAC is expected to adopt its final opinion 
by the end of 2026, thereby concluding ECHA’s scienƟfic evaluaƟon and enabling ECHA to submit 
the opinion to the European Commission (ArƟcle 72(1) REACH). On this basis, the European Com-
mission may, pursuant to ArƟcle 73(1) REACH, prepare a draŌ amendment to Annex XVII of REACH 
– i.e., for a restricƟon – within three months. This will be decided in a comitology procedure –
“regulatory procedure with scruƟny” – within the REACH CommiƩee by a qualified majority of the 
Member States (Art. 73(2) in conjuncƟon with Art. 133(4) REACH and Art. 5a of Decision 
1999/468/EC). 

C. Legal Assessment 
The procedure for the proposed restricƟon on PFAS can and must be broken down into a number 
of individual steps regarding which legal concerns exist: 

 the preparaƟon and submission of the Annex XV dossier, 
 the acceptance and lengthy review of the dossier by RAC and SEAC, 
 the revision and resubmission of the dossier, 
 the refusal to issue a specific opinion on the eight new sectors, as well as the related recom-

mendaƟons from RAC and SEAC, 
 the consultaƟon on the draŌ SEAC opinion. 

For each of these individual steps, an examinaƟon is conducted to determine whether and to what 
extent they comply with or violate the requirements of the provisions in Title VIII of the REACH 
RegulaƟon, as well as general principles of EU law and the fundamental rights enshrined in the 
Charter of Fundamental Rights of the European Union.  



1. Procedural errors and restricƟons on stakeholders’ 
rights to parƟcipate in the iniƟal consultaƟon 

The draŌing and submission of the restricƟon proposal, as well as the subsequent public consulta-
Ɵon on the proposal – both in the form of the original dossier from January 2023 and in the form 
of the background document from August 2025 – are procedurally flawed. The procedural errors 
stem primarily from the group approach, which is against the REACH RegulaƟon and EU primary 
law. These procedural errors restrict the parƟcipaƟon rights of those affected.  

On the basis of these procedural errors alone, the adopƟon of a restricƟon corresponding to the 
proposal must be rejected by the European Commission. Should such a restricƟon be adopted, it 
would be unlawful and could be challenged by affected parƟes through an acƟon under ArƟcle 
263(4) TFEU and declared void by the European courts pursuant to ArƟcle 264 TFEU.  

In detail:  

a. Flawed Group Approach 

The group approach underlying the proposed restricƟon and its implicaƟons for the restricƟon pro-
cedure are inconsistent with the REACH RegulaƟon and EU primary law.  

aa.  Inconsistency with the REACH RegulaƟon  

The approach of the restricƟon proposal deviates from the substance-specific regulatory system of 
the REACH RegulaƟon, which means that there is no sufficient scienƟfic data basis to support the 
equal treatment of all 10,000+ substances. This is unlawful. 

(1) DeviaƟon from the substance-specific regulatory concept of the REACH RegulaƟon 

The REACH RegulaƟon follows the basic concept of a substance-specific risk assessment. This also 
applies to the restricƟon procedure, which follows from an interpretaƟon of the REACH RegulaƟon 
based on its wording, structure, and purpose.  

Even the fundamental requirement of ArƟcle 67(1), first sentence of REACH regarding compliance 
with the condiƟons of restricƟons on the manufacture, placing on the market, and use of sub-
stances applies to individual substances. ArƟcle 69(1) and (4) REACH authorizes the Commission or 
a Member State to iniƟate a restricƟon procedure if it considers that a substance poses a risk to 
human health or the environment that is not adequately controlled. The wording “a substance” 
reflects the general structure of the REACH RegulaƟon (e.g., registraƟon, evaluaƟon, and the selec-
Ɵon of candidate substances and substances subject to authorizaƟon are conducted for individual 
substances) and thus requires a substance-specific approach. In line with this, Annex XV, SecƟon 
II.3 of REACH requires that the restricƟon proposal include “the idenƟty of the substance.” The 
plural forms used in ArƟcle 68(1) REACH do not consƟtute a deviaƟon from the substance-specific 
approach. This provision merely sets out the general system of restricƟons, which is intended to 
apply abstractly to the mulƟtude of all cases and must therefore be formulated in the plural. Even 
if one were to assume that this does not categorically exclude restricƟons on groups of substances, 



the assessment of risks, alternaƟves, and socio-economic impacts required under ArƟcle 68(1) and 
69(4) REACH would, according to the wording and structure of Title VIII and Annex XV of REACH, be 
necessary for each individual substance within the group. 

This interpretaƟon is required from a systemaƟc and teleological perspecƟve, given the fully har-
monizing effect of a restricƟon and the clear delineaƟon of competences required under ArƟcle 
5(3) of the TEU: Member States may not adopt stricter naƟonal measures to the extent that a sub-
stance is listed in Annex XVII of REACH (see ArƟcle 67(3) REACH, which permiƩed this only on a 
transiƟonal basis unƟl 2013, and ArƟcle 128(2) REACH)4. However, this full harmonizaƟon presup-
poses that the substance to be regulated is clearly idenƟfied and that the condiƟons for an EU 
restricƟon are also met for that substance. Only then can a Member State determine which sub-
stances are regulated at the European level and are excluded from naƟonal regulaƟon. And only 
then can the requirements of the principle of subsidiarity set forth in ArƟcle 5(3) TEU be met. The 
principle of subsidiarity requires that, in areas not falling within its exclusive competence, the EU 
acts only if and to the extent that the objecƟves of the measure cannot be sufficiently achieved by 
the Member States but, by reason of their scale or effects, can be beƩer achieved at the Union 
level. In the case of the PFAS group approach, however, the scope of the restricƟon is not deter-
mined by a list of substances but by a definiƟon based on chemical structure. As a result, it remains 
unclear which specific substances are restricted and covered by full harmonizaƟon. At the same 
Ɵme, this creates a scope of the restricƟon that is incompaƟble with the principle of subsidiarity: it 
also covers substances that fall under the structural definiƟon but for which it cannot be deter-
mined whether acƟon at the EU level is warranted – for example, because no informaƟon on their 
hazards or risks is available, or because they are not yet known or not on the market. 

(2) Insufficient data basis due to group assessment 

The restricƟon proposal is incompaƟble with the requirements of Annex XV of the REACH Regula-
Ɵon for risk assessment in the context of a restricƟon proposal and the provisions on substance 
evaluaƟon under ArƟcle 48 REACH. The data basis for the restricƟon proposal and the risk assess-
ment based on it are insufficient. 

For the vast majority of PFAS covered by the proposed restricƟon, no data on hazards and risks are 
available. A complete toxicological profile exists for only a small number of PFAS. Therefore, iden-
Ɵfying and grouping PFAS based on their hazards and risks using the available data is not scienƟfi-
cally sound. Regardless, the dossier submiƩers base their hazard assessment on the general persis-
tence of PFAS as well as generalized extrapolaƟons of the substance properƟes of a few known 
substances (e.g., PFOA and PFOS) to thousands of different PFAS compounds.  

Nor have the dossier submiƩers sufficiently determined the full range of uses in which PFAS are 
employed. The 15 sectors of use underlying the original restricƟon proposal, along with the individ-
ual uses addressed therein, have in any case proven to be insufficient. The dossier submiƩers con-
sider it necessary to include eight addiƟonal sectors of use and to exempt a large number of other 
uses (including those within the original 15 sectors) from the general ban. It remains quesƟonable, 

ECJ C-358/11, para. 30 et seq.



however, whether this ensures that all relevant uses and the resulƟng potenƟal risks have been 
idenƟfied and are known.  

This deficiency in the insufficient informaƟon base is legally relevant: The requirements for the re-
stricƟon dossier under Annex XV of REACH demand a sufficiently robust risk assessment. This must 
be based on informaƟon regarding the individual substances and their hazards, as well as the uses 
and the resulƟng risks. The final decision by the European Commission then requires the determi-
naƟon of a risk that is not adequately controlled and must be addressed EU-wide — namely, as 
outlined above in (1): substance- and use-specific. This is not altered by the fact that, in making 
such a technical-scienƟfic decision, the European Commission has a margin of discreƟon based on 
the established case law of the Court of JusƟce of the European Union (CJEU), which is subject to 
only limited judicial review5. According to this case law, the European Commission, with the support 
of RAC and SEAC, must take into account all relevant factors and circumstances of the situaƟon to 
be regulated by this legal act when exercising its discreƟon, for which the burden of proof lies with 
it6. The European Commission cannot meet these requirements because the factual basis of the 
restricƟon proposal is insufficient. Nor does the SEAC opinion enable it to do so, as will be shown 
below in secƟon 4. 

In the event that the informaƟon required for a restricƟon is not available, ArƟcle 48 REACH sƟpu-
lates that ECHA and the Member States must obtain the necessary informaƟon—specifically 
through the substance evaluaƟon mechanism provided for that purpose. The dossier submiƩers 
are also disregarding this prescribed system. 

(3) Doubts regarding the sufficient relevance of persistence 

The group-based approach pursued by the dossier submiƩers also raises doubts because, with re-
gard to hazards, it focuses exclusively on the persistence of PFAS7. In doing so, the dossier submit-
ters ignore the fact that, according to the legal provisions of the REACH RegulaƟon and the CLP 
RegulaƟon8, persistence alone does not consƟtute a sufficient hazard characterisƟc—and thus also 
does not consƟtute a basis for a restricƟon.  

In the CLP RegulaƟon, with regard to persistence, the hazard classes “persistent, bioaccumulaƟve, 
and toxic” (Annex I, SecƟon 4.3), “very persistent, very bioaccumulaƟve” (Annex I SecƟon 4.3), “per-
sistent, mobile, and toxic” (Annex I SecƟon 4.4), and “very persistent, very mobile” (Annex I SecƟon 
4.4) are foreseen – and this has only been the case since April 20249. 

For restricƟons: Judgment of the General Court in Case T-226/18, para. 74 et seq., with reference to estab-
lished case law, para. 224; generally on decisions under REACH and CLP: Judgments of the ECJ in Case C-293/22 
on the idenƟficaƟon of SVHCs and in Cases C-71/23 P and C-82/23 P, C-71/23 P, C-82/23 P on the classificaƟon of 
Ɵtanium dioxide. 

Judgment of the ECJ in C-71/23 P and C-82/23 P, C-71/23 P, C-82/23 P, para. 118.
DraŌ Dossier under 1.1.2, p. 20 et seq.; Background Document under 1.1.2, p. 33 et seq.
RegulaƟon (EC) No. 1272/2008 of the European Parliament and of the Council of December 16, 2008, on the 

classificaƟon, labeling, and packaging of substances and mixtures, amending and repealing DirecƟves 
67/548/EEC and 1999/45/EC, and amending RegulaƟon (EC) No. 1907/2006. 

Commission Delegated RegulaƟon (EU) 2023/707 of December 19, 2022, amending RegulaƟon (EC) No. 
1272/2008 as regards hazard classes and the criteria for the classificaƟon, labeling, and packaging of substances 
and mixtures. 



The provisions governing the adopƟon of restricƟons are linked to the classificaƟon into hazard 
classes under the CLP RegulaƟon. Thus, Annex XV, SecƟon II.3 of the REACH RegulaƟon sƟpulates 
that the restricƟon dossier must present the necessary informaƟon on the adverse effects and risks 
of the substances covered by the proposal based on a chemical safety assessment in accordance 
with the relevant parts of Annex I of the REACH RegulaƟon. Annex I of REACH requires an assess-
ment of the adverse effects on human health and the environment, as well as of PBT and vPvB 
properƟes (see SecƟon 0.6.1 and SecƟons 1 – 4 of Annex I to the REACH RegulaƟon). This is followed 
by classificaƟon and labelling in accordance with the CLP RegulaƟon (SecƟons 1.2, 2.2, and 3.2 of 
Annex I to the REACH RegulaƟon). Although this is not yet explicitly required for PBT and vPvB prop-
erƟes, it is likely to become necessary following the inclusion of these hazard classes in the CLP 
RegulaƟon. 

Furthermore, it should be noted that, pursuant to ArƟcle 57(1)(e) and (f) REACH—which does not 
yet reflect the new provisions of the CLP RegulaƟon—only substances that have either persistent, 
bioaccumulaƟve, and toxic (PBT) properƟes or very persistent and very bioaccumulaƟve (vPvB) 
properƟes may be idenƟfied as substances of very high concern. Even though the provision of ArƟ-
cle 57 REACH generally does not apply to restricƟons but rather to the selecƟon of substances sub-
ject to authorizaƟon, it must be taken into account for the proposed restricƟon on PFAS. This is 
because the proposal provides not only for a restricƟon on the manufacture, placing on the market, 
or use of PFAS, but for a general ban with explicit excepƟons. The proposal thus corresponds to the 
system for substances subject to authorizaƟon (Art. 56(1) and (2) REACH). 

(4) Impermissible reversal of the burden of proof contrary to ArƟcles 68, 69 and 73 REACH 

The extrapolaƟon methodology used by the dossier submiƩers is also legally problemaƟc because, 
contrary to the provisions of Title VIII of the REACH RegulaƟon, it results in a reversal of the burden 
of proof:  

According to the provisions of ArƟcles 68, 69, and 73 REACH, the iniƟators of a restricƟon must 
demonstrate and substanƟate the risk for each individual substance and its uses. This evidence is 
examined and evaluated by the RAC in accordance with ArƟcle 70 REACH so that the European 
Commission can conduct its review and make its decision on this basis. In disregard of this system, 
the restricƟon proposal – as well as the RAC’s opinion – assumes or presumes an unmanageable 
risk for all 10,000+ PFAS based on esƟmated emissions (“emission as a proxy for risk”) and, on this 
basis, imposes a general ban on the manufacture, use, and placing on the market of all PFAS10. An 
excepƟon is granted only if the parƟes concerned – the manufacturers, distributors, and users of 
PFAS – demonstrate that there is no risk associated with a specific use or that the risk is adequately 
controllable. This disregards the fact that, according to ArƟcles 68, 69, and 73 REACH, the burden 
of proof lies with the dossier submiƩers and not with the affected parƟes. The laƩer have no obli-
gaƟon to provide further informaƟon. Under ArƟcle 69(6) REACH, they are granted the opportunity 
to comment on the dossiers and the proposed restricƟons and, if necessary, to submit a socio-
economic analysis or provide informaƟon that can be used for such an analysis, solely for the pur-
pose of safeguarding their own interests and concerns.  

See DraŌ SEAC opinion, pp. 14, 37, 42, 109; DraŌ RAC opinion, pp. 14, 16, 79, 80; Background document, pp. 
3, 62, 63.



This result is not precluded by the fact that the registrants of a substance must, as part of the reg-
istraƟon dossier, idenƟfy and analyze the risks of a substance in the chemical safety assessment 
pursuant to ArƟcle 14(1) and (6) REACH and develop appropriate measures for adequate risk man-
agement, thereby bearing a certain burden of proof on their part. The burden of proof and presen-
taƟon incumbent upon the dossier submiƩers exists independently of this. According to the explicit 
provisions of ArƟcle 69(4) in conjuncƟon with Annex XV, SecƟon II.3 of REACH, it is the duty of the 
dossier submiƩers to present and document the risks for the individual substances based on the 
informaƟon from the registraƟon dossiers, in parƟcular the chemical safety reports, and, building 
on this, to demonstrate  

“that exisƟng risk management measures (including those specified 
in the registraƟons pursuant to ArƟcles 10 to 14) are insufficient.” 
[Annex XV No. II.3, “InformaƟon on adverse effects,” subparagraph 
2] 

Accordingly, ArƟcle 69(4), third sentence of REACH sets out the burden of presentaƟon and proof 
for a restricƟon proposal: 

“If this dossier demonstrates that acƟon is required at Community 
level beyond exisƟng measures, the Member State shall submit the 
dossier to the Agency in the format described in Annex XV to iniƟate 
the restricƟon procedure.” 

Those submiƫng dossiers are falling far short of this obligaƟon with their group-based approach 
for all PFAS. They completely ignore the fact that the majority of substances (potenƟally) falling 
under the PFAS definiƟon have not been registered at all, and that no risks have been described 
and no risk management measures developed in any registraƟon dossier or chemical safety report.  

This finding is not called into quesƟon by the fact that, in a judgment dated June 30, 202111 regard-
ing the restricƟon of the siloxanes D4 (octamethylcyclotetrasiloxane) and D5 (decamethylcyclopen-
tasiloxane)12, the General Court did not find any manifest error of law in the fact that the dossier 
submiƩer (UK) and the RAC regarded the emissions as a “proxy for risk.” This is because the case 
did not concern the reversal of the burden of proof for exempƟons. Furthermore, no group ap-
proach was followed in the restricƟon of siloxanes. And finally, as far as can be seen, this is a singular 
decision that was not subject to review by the ECJ.  

(5) Flawed analysis of alternaƟves  

The non-specific group approach leads to an inadequate idenƟficaƟon and assessment of alterna-
Ɵves to the use of PFAS, which is incompaƟble with ArƟcles 68(1) and 69(4) in conjuncƟon with 
Annex XV of REACH. According to these provisions, informaƟon on exisƟng alternaƟves must be 
idenƟfied and submiƩed, in parƟcular regarding the availability of such alternaƟves (including a 
Ɵmeline) and their technical and economic feasibility (Annex XV, SecƟon II.3). This requirement can 
only be met on the basis of a comprehensive factual foundaƟon, which must be determined and 
assessed on a substance-by-substance basis. Therefore, the possibility of alternaƟves must not be 

Case T-226/18.
Annex XVII No. 79 REACH.



generally assumed unƟl proven otherwise. This is because Art. 68(1) and 69(4) in conjuncƟon with 
Annex XV of REACH are intended to ensure that the European Commission, and the SEAC in a pre-
paratory capacity, can affirm or deny the necessary existence and availability of alternaƟves on a 
sound basis when deciding on the adopƟon of a restricƟon, thereby complying with the require-
ment to consider alternaƟves under Art. 73(1) in conjuncƟon with Art. 68(1) REACH. 

The dossier submiƩers’ group approach does not meet these requirements. Instead of substanƟat-
ing possible alternaƟves with facts, the existence of alternaƟves and the subsƟtutability of all PFAS 
are merely generally assumed or rather presumed, and the burden is placed on the affected parƟes 
to provide proof of the absence of alternaƟves through their informaƟon and evidence regarding 
the lack of alternaƟves or their unavailability. This, too, manifests the impermissible reversal of the 
burden of presentaƟon and proof already highlighted above in (3).  

This is not contradicted by the fact that the dossier submiƩers listed informaƟon on alternaƟves 
and provided assessments regarding the existence of available alternaƟves in the original dossier 
as well as in the revised dossier (Background Document) for the individual sectors and specific uses. 
These are general statements that cannot replace the required substance-specific assessments. 

(6) No legal jusƟficaƟon for the group approach 

The dossier submiƩers do not provide any legal jusƟficaƟon for the group approach underlying their 
proposed restricƟon. They do not address the legal concerns regarding the group approach outlined 
above – which, in our view, are obvious – in any way, neither in the original dossier nor in the 
background document. They also fail to acknowledge that such concerns were raised by stakehold-
ers, both during the consultaƟon and in separate public statements13. The group approach is jusƟ-
fied solely on the basis of the chemical similarity of all PFAS – all contain the perfluoroalkyl compo-
nent – and the resulƟng high persistence14. 

In this context, the dossier submiƩers cite scienƟfic sources in both documents using idenƟcal 
wording – 

“This grouping approach is acknowledged as a basis for risk assess-
ment also by several scienƟsts, who consider that regulaƟon of 
PFASs on the basis of persistence alone should already suffice (see 
e.g. Cousins et al. (2020b)15 ; Scheringer et al. (2022)16 ).” 

– this cannot serve as jusƟficaƟon in light of the legal concerns outlined.  

E.g., BDI posiƟon paper of April 24, 2023, pp. 7 ff., and of October 6, 2025, p. 3; VCI posiƟon paper of August 8, 
2023, p. 3. 

DraŌ Dossier under 1.1.2, p. 21; Background Document under 1.1.2, pp. 33 ff.
Cousins I.T., DeWiƩ J.C., Gluge J., Goldenman G., Herzke D., Lohmann R., Ng C.A., Scheringer M., and Wang Z. 

(2020b): The high persistence of PFAS is sufficient for their management as a chemical class. Environmental Sci-
ence. Processes & Impacts 22 (12), 2307–2312. DOI: 10.1039/d0em00355g. 
16 Cousins I.T., Johansson J.H., Salter M.E., Sha B., and Scheringer M. (2022): Outside the Safe OperaƟng Space of 
a New Planetary Boundary for Per- and Polyfluoroalkyl Substances (PFAS). Environ Sci Technol 56 (16), 11172-
11179. DOI: 10.1021/acs.est.2c02765. 



Cousins et al. (2020b) do not address the legal aspects of the group approach, but refer exclusively 
to the chemical aspect of the perfluoroalkyl content and the high persistence generally derived 
from it. 

The consideraƟons and conclusions of Scheringer et al. (2022) relate solely to environmental as-
pects and completely disregard regulatory consideraƟons, parƟcularly regarding the REACH Regu-
laƟon. 

bb. ViolaƟon of the Principle of ProporƟonality 

The group approach, with a blanket ban and only selecƟve, predominantly temporary excepƟons, 
does not saƟsfy the principle of proporƟonality which is generally applicable under EU law.  

(1) Fundamentals and requirements of the principle of proporƟonality 

The principle of proporƟonality is one of the fundamental general legal principles of EU law and is 
enshrined in Art. 5(4) TEU and Art. 52(1), second sentence of the CFREU.  

As follows from ArƟcle 52(1), second sentence of the CFREU, the principle of proporƟonality also 
applies with respect to the fundamental rights of those affected by the restricƟon, as guaranteed 
by the Charter of Fundamental Rights. This means that fundamental rights may be restricted in a 
proporƟonate manner, but that those affected must also accept only proporƟonate restricƟons. 
The ECJ has recognized this with regard to the fundamental rights of the affected parƟes relevant 
here – namely, the freedom to conduct a business under ArƟcle 16 CFREU and the right to property 
under ArƟcle 17 CFREU: 

 ArƟcle 16 CFREU protects the freedom to conduct a business. The Court of JusƟce of the Euro-
pean Union has repeatedly recognized that regulatory measures may, prima facie, consƟtute 
an interference with the freedom to conduct a business. Since the freedom to conduct a busi-
ness is not absolute, proporƟonate restricƟons—and only such restricƟons—are jusƟfied.17 

 ArƟcle 17 CFREU protects the right to property, which may also include intangible assets, busi-
ness assets, and acquired legal posiƟons. Since, according to the case law of the European Court 
of JusƟce, the right to property is not absolute either, restricƟons in the public interest are 
permissible provided that proporƟonality is upheld.18 

The principle of proporƟonality requires that EU measures be suitable, necessary, and appropriate 
(proporƟonate in the strict sense) for achieving its objecƟves.  

According to this principle, the following applies to EU measures: 

 They must be suitable for achieving the intended objecƟve; 
 they must be necessary to achieve the intended objecƟve; 

ECJ C-283/11, para. 48.
ECJ C-235/17, para. 89.



 they must not impose an excessive burden on individuals in relaƟon to the objecƟve pursued 
(proporƟonality in the strict sense). 

(2) Assessment under the principle of proporƟonality 

There are concerns regarding the necessity and appropriateness of the proposed UPFAS restricƟon. 

The principle of necessity requires that the EU legislator choose, among several suitable measures, 
the one that imposes the least burden on those affected.19 This is not guaranteed for all of the more 
than 10,000 substances covered by the proposed restricƟon. The group approach is based on the 
assumpƟon that all PFAS are essenƟally equally hazardous and risky. However, this is not substan-
Ɵated for a large porƟon of the PFAS falling under the definiƟon due to a lack of the necessary 
substance-specific evidence. For this reason, the general ban on PFAS resulƟng from the group ap-
proach under the restricƟon proposal – with limited use-specific excepƟons (so-called “RestricƟon 
OpƟon 2” – RO220) – cannot be regarded as necessary in light of the intended protecƟon objecƟves. 
The general ban approach does not take into account the fact that the assumed general risk (“emis-
sion as a proxy for risk”) is not relevant for certain uses, such as when a substance has low emission 
and exposure potenƟal, as in cases of low usage volume or use under strictly controlled condiƟons. 
In such cases, even a ban with a temporary exempƟon is unnecessary and therefore impermissible. 
As the appropriate less restricƟve measure, a restricƟon regarding the condiƟons of use (RestricƟon 
OpƟon 3 – RO3–21, which was considered in the Background Document but supported only in a few 
cases) might be permissible – for example, if emissions are limited or can be limited. In relaƟon to 
the enƟre restricƟon proposal, the appropriate less restricƟve measure would therefore be to spe-
cifically restrict only those uses of PFAS that are demonstrably associated with unacceptable risks 
to human health and the environment – and to do so in a manner that takes into account the socio-
economic impacts as well as available alternaƟves. A comprehensive ban would therefore be nec-
essary only if alternaƟves existed for every substance covered and the socio-economic impacts of 
the ban were reasonable for every substance covered.  

The same applies with regard to the principle of appropriateness (proporƟonality in the strict 
sense). According to this principle, the measures must not impose an excessive burden on the indi-
viduals affected in relaƟon to the intended objecƟve.22 This, in parƟcular, is not guaranteed for all 
of the more than 10,000 substances covered by the group approach, e.g., if in individual cases the 
assumed risk associated with emissions is limited and/or can be controlled in other ways—such as 
in cases of low usage volumes or use under strictly controlled condiƟons. Even if no alternaƟves are 
available for a substance and the socio-economic impacts of a ban are negaƟve, a ban would be 
disproporƟonate. The proposed restricƟon does not provide for the possibility of an individual, sub-
stance-specific exempƟon in such individual cases and thus violates the principle of proporƟonality. 

Even if one were to consider the general ban proporƟonate in principle with regard to exempƟons 
for certain uses, the principle of necessity requires that sufficient exempƟons be granted for all uses 
where, taking into account the socio-economic impacts and available alternaƟves, there is no 

ECJ C-134/15, para. 33.
See Background Document, secƟon 2.3.2, p. 107
See Background Document, p. 1

22 ECJ C-154/04 and C-155/04, para. 126. 



unacceptable risk to humans and the environment. There are considerable doubts as to whether 
the proposed restricƟons, taken as a whole, meet this requirement.  

This also applies to the Ɵme limits for the exempƟons. The dossier submiƩers propose only blanket 
Ɵme limits of either five or twelve years, plus the general transiƟon period of 18 months. Within 
this framework, all exempƟons are treated equally23. There is no substance-specific or use-specific 
consideraƟon of other Ɵme limits. This is quesƟonable, parƟcularly with regard to uses in strictly 
regulated products where regulatory requirements necessitate a long period for the research, de-
velopment, implementaƟon, and approval of alternaƟves to PFAS – a period that in many cases may 
extend beyond the proposed Ɵme limits (e.g., for medical devices, aircraŌ, and motor vehicles). For 
such uses, a longer deadline or even the removal of the Ɵme limit on the exempƟon may be neces-
sary to ensure proporƟonality. AlternaƟvely, a pracƟcal provision for extending the exempƟon pe-
riod through a simple procedure could also be considered. The proposed restricƟon does not con-
sider such a soluƟon. 

(3) SEAC shares concerns regarding proporƟonality 

The SEAC shares these concerns regarding the proporƟonality of the restricƟon proposal. It agrees 
with the dossier submiƩers that the proposed exempƟons are, in principle, necessary to ensure the 
proporƟonality of the restricƟon, even though it does not consider individual proposed exempƟons 
to be necessary. At the same Ɵme, however, SEAC also emphasizes that the supported exempƟons 
may not be sufficient, as further exempƟons may be needed for certain uses to ensure proporƟon-
ality24. Furthermore, the SEAC emphasizes that the socio-economic analysis is not quanƟtaƟvely 
sound in many sectors and that it therefore cannot conclusively assess whether proporƟonality is 
ensured for numerous excepƟons25. This finding by the SEAC demonstrates that the proporƟonality 
problem of the group approach is structural in nature and cannot be sufficiently resolved through 
selecƟve excepƟons. 

cc. No jusƟficaƟon based on the precauƟonary principle 

The concerns raised regarding the proposed restricƟon cannot be remedied by invoking the pre-
cauƟonary principle. 

Indeed, the precauƟonary principle (Art. 191(2) TFEU) does authorize regulatory measures in cases 
of uncertainty regarding risks – where the scienƟfic evidence regarding a threat to the environment 
or human health is inconclusive, but failure to act could have significant consequences.  

However, the precauƟonary principle has legal limits: According to the established case law of the 
ECJ, it requires that (a) the potenƟally adverse effects be idenƟfied with sufficient precision, (b) a 
comprehensive risk assessment be conducted based on available scienƟfic data, and (c) the 

23 The SEAC itself describes these deadlines as arbitrarily chosen and accepts them only for pracƟcal reasons, 
DraŌ SEAC Opinion, p. 89. 
24 DraŌ SEAC Opinion, pp. 16 ff., pp. 67 ff. 
25 See comments in DraŌ SEAC Opinion, Table 9, p. 91 et seq. 



measure be proporƟonate26. The European Commission corresponds to this in its CommunicaƟon 
on the precauƟonary principle27. 

As explained in the preceding remarks, these requirements are not met. 

b. RestricƟon of parƟcipaƟon rights 

The procedurally flawed draŌing and submission of the restricƟon proposal by the dossier submit-
ter—both in the form of the original dossier from January 2023 and in the form of the Background 
Document from August 2025 – in connecƟon with the consultaƟon conducted from March to Sep-
tember 2023 consƟtutes an unlawful infringement of the stakeholders’ rights to parƟcipate under 
ArƟcle 69(6) in conjuncƟon with ArƟcle 69(4) REACH and ArƟcle 41(1) and (2) CFREU. Consequently, 
the European Commission is prohibited from adopƟng a restricƟon corresponding to the proposal. 
Otherwise, the restricƟon would be unlawful and could be declared void by the Court of JusƟce of 
the European Union upon a lawsuit filed by affected parƟes under ArƟcle 263(4) TFEU in accordance 
with ArƟcle 264 TFEU.  

The infringement of the affected parƟes’ rights to parƟcipate is based primarily on the scope of the 
proposed restricƟon, which results from the unjusƟfied group approach for more than 10,000 sub-
stances (see above under a.) and the resulƟng broad scope of applicaƟon for uses in 23 sectors, 
even when considering only the idenƟfied sectors. Added to this is the shiŌ of the burden of proof 
to the affected parƟes, which is inherent in the proposed restricƟon. 

aa. ViolaƟon of ArƟcle 69(6) in conjuncƟon with ArƟcle 69(4) REACH 

The proposed restricƟon does not meet the requirements of ArƟcle 69(6) and (4) REACH and Annex 
XV of REACH. As a result, the parƟes concerned are unlawfully impeded in the exercise of their 
rights to parƟcipate. 

(1) Inadmissible group approach 

As already explained above under a. aa. (1), the REACH RegulaƟon is based on the fundamental 
concept of a substance-specific risk assessment – including for the restricƟon procedure. Thus, Ar-
Ɵcle 69(4) in conjuncƟon with Annex XV of REACH explicitly requires that, for substances proposed 
for restricƟon, evidence be provided of a risk to human health or the environment that is not ade-
quately controlled and must be addressed at the European level. 

In the restricƟon proposal submiƩed by the dossier submiƩer, the risks of PFAS are not sufficiently 
described or documented on a substance-by-substance basis or even on a group basis. Rather, the 
proposal relies on emissions as evidence/presumpƟon of a risk (“emission as proxy for risk”) and 
explicitly acknowledges that risk actually arises from environmental deposits, but that these are 
unknown or cannot be determined, so that emissions are used as a “proxy”28. 

See CFI T-74/00 et al.; Artegodan, C-221/10 P.
CommunicaƟon Com (2000) 1 final.
Background Document, pp. 3, 62, 63; see also above under a. aa. (1).



(2) Inadmissible reversal of the burden of proof 

This approach by the dossier submiƩers leads, as explained above under a. aa. (2), to a reversal of 
the burden of proof that contradicts ArƟcles 68 – 73 REACH. At the same Ɵme, however, it also 
means that the parƟes concerned are not only able to comment on the dossier and the restricƟons 
proposed therein and, where applicable, on their socio-economic impacts – as provided for in ArƟ-
cle 69(6), second sentence of REACH. Rather, they are compelled to provide detailed informaƟon 
on uses, usage volumes, emissions, the lack of alternaƟves, etc.29,  in order to prevent the general 
ban or to jusƟfy a proposed exempƟon. Those affected must therefore expend significantly more 
effort when submiƫng comments than would be required without the reversal of the burden of 
proof and presentaƟon. Furthermore, they bear the risk of failing to convince the RAC, SEAC, and 
the European Commission of the necessity of an exempƟon. This alone already undermines the 
right to parƟcipate granted to affected parƟes under ArƟcle 69(6), second sentence of REACH.  

(3) Overburdening of affected parƟes 

Furthermore, in many cases, the affected parƟes are overextended by the group approach and the 
resulƟng volume and complexity of the restricƟon proposal, which impairs their ability to exercise 
their parƟcipaƟon rights. This applies in parƟcular to SMEs, which largely lack the technical and 
human resources to assess the impact on their operaƟons and to idenƟfy and provide the required 
informaƟon. Similarly, manufacturers and suppliers of products are oŌen overwhelmed by the par-
ƟcipaƟon process because they cannot idenƟfy — nor can they determine with reasonable effort 
and sufficient certainty — which of the pre-products they supply contain PFAS. This is all the more 
true the more complex the products and, consequently, the upstream supply chains are. This, too, 
consƟtutes an infringement of the right to parƟcipaƟon granted to affected parƟes under ArƟcle 
69(6), second sentence of REACH. 

(4) Refusal to extend the consultaƟon period 

This infringement of the rights of interested parƟes to parƟcipate, as guaranteed by the REACH 
RegulaƟon, is exacerbated by the strict applicaƟon of the six-month deadline according to ArƟcle 
69(6), second sentence of REACH for the (iniƟal) consultaƟon on the original restricƟon proposal. 
This deadline is not mandatory. Although the legal text does not provide for an extension of the 
deadline, it is not precluded and would therefore have been possible; indeed, given the scope and 
complexity of the restricƟon proposal and the associated reversal of the burden of proof, it would 
have been appropriate. AŌer all, the ECHA and its commiƩees have informally exceeed the dead-
lines applicable to them under Art. 70 REACH – nine months for the RAC’s opinion—and ArƟcle 
71(1) REACH – twelve months for the SEAC’s opinion – with regard to the extent and complexity of 
the restricƟon proposal as well as the comments submiƩed by stakeholders despite all restricƟons. 
They have thus “extended” them, even though the deadlines, as well as the consultaƟon period, 
are clearly specified and the legal text does not provide for any exceeding or extension. 

See the explicit requirements in the InformaƟon Note “ConsultaƟon on a proposed restricƟon on the manu-
facture, placing on the market and use of per- and polyfluoroalkyl substances (PFAS),” which the ECHA published 
on March 22, 2023, upon launching the consultaƟon pursuant to ArƟcle 69(6) of REACH. 



bb. ViolaƟon of the Union fundamental right to good administraƟon, Art. 
41(1) and (2) CFREU 

The aforemenƟoned violaƟon of the stakeholders’ rights to parƟcipaƟon under ArƟcle 69(6) in con-
juncƟon with ArƟcle 69(4) REACH is against the Union fundamental right of the stakeholders to 
good administraƟon under ArƟcle 41(1) and (2) CFREU, to which the ECHA and the European Com-
mission are bound pursuant to Art. 51(1) CFREU in the procedure for adopƟng a restricƟon. 

(1) Content of the Union fundamental right to good administraƟon under ArƟcle 41 CFREU 

ArƟcle 41 CFREU grants persons affected by an administraƟve measure a fundamental right to good 
administraƟon. Its scope of protecƟon has both a parƟcipatory and a temporal dimension. Under 
paragraph 1, every person has the right to have their affairs handled imparƟally, fairly, and within 
a reasonable Ɵme by the insƟtuƟons, bodies, offices, and agencies of the Union. According to par-
agraph 2, this fundamental right includes, in parƟcular, the right of every person to be heard before 
any individual measure which would adversely affect them is taken 

According to the case law of the ECJ, the fundamental right to be heard is a general principle of 
Community law with a broad scope of applicaƟon. It requires and guarantees that the addressees 
of decisions that significantly affect their interests are given the opportunity to present their views 
on the elements on which the administraƟon intends to base its decision in a relevant and effecƟve 
manner. To this end, they must be granted a sufficient period of Ɵme. This is intended to allow the 
competent authority to take all relevant factors into account appropriately and thereby ensure ef-
fecƟve protecƟon of the individual or undertaking concerned. In parƟcular, the authority should be 
enabled to correct errors and take into account individual circumstances that speak for or against 
the adopƟon of the decision or for or against a specific content of the decision.  

The fundamental right to be heard is of parƟcular importance in proceedings involving complex 
technical assessments and in which, according to the case law of the European courts, the European 
Commission has a margin of discreƟon30. 

( 2)  Scope of applicaƟon of Art. 41 CFREU 

Under ArƟcle 51(1) CFREU, ArƟcle 41 CFREU is binding on all insƟtuƟons, bodies, offices, and agen-
cies of the Union. 

As a general principle of Community law with a broad scope of applicaƟon, it applies in all proceed-
ings that may result in a measure adversely affecƟng a person. The fundamental right must also be 
observed even if the applicable provision does not expressly provide for the right to be heard.31 

 

(3)  Applicability of Art. 41 CFREU to the restricƟon procedure 

30 ECJ C-269/90 Technische Universität München (1991), paras. 13–14. 
31 See, among many others, the established and consistent case law of the ECJ: ECJ C-349/07, paras. 36–38; ECJ 
C-277/11, paras. 85–88, with numerous references to other decisions. 



Against this background, there can be no doubt that the fundamental right of the parƟes concerned 
to a fair hearing also applies in proceedings for the adopƟon of restricƟons under Title VIII of the 
REACH RegulaƟon and must be observed.  

On the one hand, a restricƟon on the manufacture, placing on the market, and use of a substance 
– or even an enƟre group of substances – is a burdensome measure that can lead to significant 
adverse effects on those affected. As for the PFAS restricƟon sought by the dossier submiƩers, it is 
certain that it would lead to extensive and very significant adverse effects on those affected. On the 
other hand, decisions by the European Commission on restricƟons under Title VIII of the REACH 
RegulaƟon involve complex technical assessments, meaning that the European Commission and 
the preparatory review commiƩees of the ECHA have a margin of discreƟon32 and, consequently, 
the fundamental right to a fair hearing is of parƟcular importance. 

ECHA, including its commiƩees, is a body of the Union (Art. 75(1) and Art. 76(1) REACH) and is 
therefore, pursuant to Art. 51(1) CFREU, bound by Art. 41 CFREU in the restricƟon procedure under 
ArƟcles 68 – 73 REACH. Furthermore, the REACH restricƟon procedure concludes with a decision 
by the European Commission pursuant to Art. 73 REACH, i.e., one of the highest Union insƟtuƟons, 
which is likewise required under Art. 51(1) CFREU to observe the fundamental rights set forth in 
Art. 41 CFREU. 

This finding is not contradicted by the fact that ulƟmately no decision is issued by the European 
Commission as an administraƟve body against individual addressees, but rather an implemenƟng 
regulaƟon addressed to all manufacturers, distributors, and users supplemenƟng Annex XVII of 
REACH. This far-reaching, non-individualized nature of the decision does not alter the fact that the 
restricƟon thereby imposed has direct and individually onerous consequences—prohibiƟons and 
requirements—for those affected.  

In principle, the REACH RegulaƟon also aligns with this finding by enshrining in ArƟcle 69(6) the 
right of those affected to assert their interests during the public consultaƟon on the restricƟon 
dossier. However, this merely rudimentary provision must be interpreted and applied in light of the 
fundamental rights guarantees of ArƟcle 41 CFREU. If, according to case law, the fundamental right 
applies even when an applicable regulaƟon does not expressly provide for the right to be heard, it 
must all the more apply with its requirements when the right to be heard is granted (only) in prin-
ciple. 

This is parƟcularly true given that, once the consultaƟon phase has concluded, affected companies 
have no further opportunity to assert their interests or influence the decision-making process dur-
ing the actual decision-making procedure at the European Commission (ArƟcle 73 REACH). The Eu-
ropean Commission decides pursuant to ArƟcle 73(2) REACH in conjuncƟon with ArƟcle 133(4) 
REACH through a comitology procedure in the form of the so-called “regulatory procedure with 
scruƟny” (ArƟcle 5a of Decision 1999/468/EC) without further involvement of the parƟes con-
cerned. Instead, representaƟves of the Member States are involved through the REACH CommiƩee. 
The decision-making process is therefore not public and is purely technical and poliƟcal in nature. 

32 General Court T-226/18, para. 74 et seq., on the restricƟon of siloxanes (D4, D5) in wash-off cosmeƟcs, herein-
aŌer ECJ C-558/21 P, para. 57; see also ECJ C-71/23 P and C-82/23 P; T-279/20, T-283/20, and T-288/20 regard-
ing the classificaƟon of Ɵtanium dioxide. 



It serves exclusively to facilitate coordinaƟon between the Commission and the Member States and 
does not compensate for any shortcomings in the required parƟcipaƟon. Therefore, if the only op-
portunity for parƟcipaƟon is moved to an earlier stage (Art. 69(6) REACH), parƟcularly high stand-
ards must be applied to it in order to meet the requirements of the fundamental right of those 
affected under Art. 41 CFREU. 

(4)  Requirements of Art. 41 CFREU not met in PFAS restricƟon procedure 

In the procedure regarding the proposal to restrict all PFAS, the requirements of the fundamental 
right of the parƟes concerned to good administraƟon, in parƟcular to be heard regarding their in-
terests under Art. 41 CFREU, are not met. 

As outlined above under aa., the proposal to restrict PFAS is characterized by the group approach. 
Consequently, the submiƩed dossier is of unprecedented scope and unparalleled complexity, which 
alone makes it extremely difficult for a large part of the affected parƟes to determine the nature 
and extent of their impact.  

Added to this is the reversal of the burden of proof contained in the restricƟon proposal (see 
above). This forces the affected party, in order to protect their interests, not only to comment on 
the dossier and the restricƟons proposed therein and, where applicable, on their socio-economic 
impacts. Rather, they must provide detailed informaƟon on uses, usage volumes, emissions, the 
lack of alternaƟves, etc., in order to prevent the general ban or jusƟfy a proposed exempƟon. 

This places an excessive burden on the affected parƟes and impairs their ability to exercise their 
parƟcipaƟon rights. This applies in parƟcular to SMEs and manufacturers and suppliers of products, 
especially when these are of a complex nature. Contrary to the requirement of ArƟcle 41(2) CFREU, 
this oŌen leaves them unable to present their views on the elements upon which the administraƟon 
intends to base its decision in a relevant and effecƟve manner.  

A proposal that, due to its complexity, effecƟvely precludes the submission of an informed opinion 
within the statutory deadline violates the procedural guarantees provided for in ArƟcles 68 – 73 of 
the REACH RegulaƟon, interpreted in light of ArƟcle 41(1) and (2) CFREU. 

This is all the more true given that the parƟes concerned have a right to a sufficient period of Ɵme 
to assert their interests, which has not been respected. The scope and complexity of the restricƟon 
proposal, as well as the accompanying reversal of the burden of proof, effect that the six-month 
period provided for in principle in ArƟcle 69(6) of the REACH RegulaƟon is too short for a large 
proporƟon of the affected parƟes to adequately assert their interests. Those affected must be able 
idenƟfy and understand the implicaƟons of the proposal, generate and present the required infor-
maƟon, and arƟculate and convincingly present their concerns and objecƟons. This would have 
required a period longer than six months. Instead, ECHA simply adhered to the general requirement 
of a six-month consultaƟon period, thereby disregarding the requirements of ArƟcle 41 CFREU. The 
deadline set forth in ArƟcle 69(6) is not mandatory and immutable. This provision is open to inter-
pretaƟon and requires interpretaƟon. In due observance of ArƟcle 41 CFREU, ECHA should have 
arrived at the interpretaƟon consistent with fundamental rights that a longer consultaƟon period 
can and must be set. This is all the more true given that ECHA itself unproblemaƟcally disregarded 
the Ɵme limits applicable to its commiƩees under ArƟcles 70 and 71(1) REACH—which are similarly 



formulated in absolute terms—and thereby extended its own Ɵmeframe. This, too, results in an 
unfair and unequal burden on those affected and reinforces the violaƟon of the requirements of 
ArƟcle 41 CFREU.  

(5)  ConsideraƟon of the principle of effet uƟle 

The above conclusion is further reinforced when one also takes into account the principle of effet 
uƟle enshrined in ArƟcle 4(3) TEU.  

The principle of effet uƟle (the requirement of effecƟveness) requires that a provision be inter-
preted and applied in such a way that the objecƟve of the Treaty can be achieved in the best and 
simplest (most effecƟve) manner.  

With regard to the right to parƟcipate provided for in ArƟcle 69(6) REACH and the fundamental 
right under ArƟcle 41 CFREU that must be taken into account in this context, the principle of effet 
uƟle implies that the consultaƟon on the restricƟon proposal must not be a mere formality but 
must be structured in such a way that the fundamental right to parƟcipate can be exercised effec-
Ɵvely and efficiently. The consultaƟon on the PFAS restricƟon proposal does not meet these re-
quirements because, due to its scope and complexity, the restricƟon proposal makes it virtually 
impossible to submit a well-founded opinion within the statutory deadline, yet a reasonable exten-
sion of the deadline is denied. 

(6) Significance of the violaƟon of Art. 41 CFREU 

The violaƟon of the fundamental right under ArƟcle 41 CFREU outlined above is also relevant. Ac-
cording to the case law of the Court of JusƟce of the European Union (CJEU), in cases of procedural 
errors, what maƩers is whether the error was causal to the decision and whether the rights of the 
parƟes concerned were actually infringed. 

Even though the final decision is sƟll pending, it must be assumed that the procedural errors iden-
Ɵfied will have an impact should the European Commission issue a decision confirming the pro-
posed restricƟon in whole or in part. Given the said obstacles that prevent a large porƟon of those 
affected from submiƫng an adequate statement, it must be assumed that, to a large extent, no 
substanƟated statements were possible. Consequently, a decision would be based largely on an 
incomplete factual basis and also on a lack of knowledge and consideraƟon of the impact on and 
interests of manufacturers, distributors, and users of PFAS. 

c. Interim conclusion on 1. 

The dossier submiƩers have presented a restricƟon proposal that does not comply with the re-
quirements of Title VIII of the REACH RegulaƟon – including an impermissible group approach with 
a reversal of the burden of proof. The public consultaƟon conducted in this regard – both in the 
form of the original dossier from January 2023 and in the form of the background document from 
August 2025 – was procedurally flawed due to the resulƟng scope and complexity. These proce-
dural flaws violate the rights of parƟcipaƟon of the parƟes concerned under ArƟcle 69(1) REACH 
and ArƟcle 41 CFREU. For this reason alone, the adopƟon of a restricƟon corresponding to the pro-
posal must be rejected by the European Commission.  



2. Procedural errors due to the acceptance of the dos-
sier and massive delays in the proceedings 

a. Flawed acceptance of the dossier 

Pursuant to ArƟcle 69(4), third subparagraph of REACH, RAC and SEAC reviewed and confirmed the 
compliance of the original dossier submiƩed in January 2023 with the requirements of Annex XV of 
REACH. This was legally erroneous because the dossier contained the errors detailed above under 
B.1.a.aa. regarding the demonstraƟon of an unacceptable, inadequately controlled risk and the 
presentaƟon of available alternaƟves – both of which are required under Annex XV of REACH.  

Instead of confirming the dossier, RAC and SEAC should have, pursuant to ArƟcle 69(4), third sub-
paragraph, third sentence of REACH, noƟfied the dossier submiƩers of the idenƟfied – and obvious 
– deficiencies within 45 days. The submiƩers would then have been required to remedy the defi-
ciencies within 60 days. However, this would not have been possible, as the deficiencies are of a 
structural nature, meaning that the restricƟon procedure would have been automaƟcally con-
cluded, as provided for by ArƟcle 69(4), third subparagraph, fourth sentence of REACH. Since this 
did not occur, the adopƟon of a restricƟon corresponding to the proposal by the European Com-
mission must be rejected. Should a corresponding restricƟon nevertheless be adopted, it would be 
unlawful and could be challenged in court by affected parƟes, as menƟoned above.  

b. Unlawful exceeding of the deadlines for opinions 

The opinions of the RAC and the SEAC do not comply with the deadlines for opinions set forth in 
ArƟcle 70, sentence 1, and ArƟcle 71(1), sentence 1 of REACH.  

Instead of finalizing their opinions within nine or twelve months, respecƟvely, the RAC took approx-
imately 36 months to issue its opinion, and the SEAC has so far only been able to submit its draŌ 
opinion during this Ɵme. According to current announcements, the final submission of the SEAC 
opinion will take approximately 45 months! Not only that, but according to the draŌ opinion, SEAC 
does not currently even consider itself capable of providing the comprehensive assessment re-
quired within this extended Ɵmeframe. Rather, with regard to numerous exempƟons proposed by 
the dossier submiƩers, SEAC makes no conclusive statement on whether proporƟonality is ensured 
rightly poinƟng out that the socio-economic analysis in many sectors lacks a quanƟtaƟve basis33. 
Furthermore, with regard to the eight new sectors addressed by the dossier submiƩers in the Back-
ground Document, SEAC limits itself to a general assessment and refuses to provide detailed sector-
specific assessments34 (a detailed assessment of this follows below under 4.).  

The massive delays resulƟng from the legally flawed scope and complexity of the proposed re-
stricƟons are unreasonable for the affected manufacturers, distributors, and users of PFAS. They 
create significant long-term uncertainty as to whether – and if so, which – of the restricƟons, which 

33 See comments in DraŌ SEAC Opinion, Table 9, p. 91 ff. 
DraŌ SEAC Opinion, pp. 15, 16, 91 ff., Table 9



for many affected parƟes could potenƟally threaten their very existence, will be enacted, thereby 
prevenƟng economically necessary planning and investments.  

Against this background, the massive delay in the proceedings consƟtutes a procedural error and is 
therefore unlawful. While the deadlines set forth in ArƟcles 70 and 71(1) REACH are not strict dead-
lines, however, they also cannot be extended at will. This is because they are clearly intended to 
ensure that the ECHA commiƩees decide on restricƟon proposals promptly and within a reasonable 
Ɵmeframe. This serves, not least, to protect those affected from proceedings of unmanageable 
length and the resulƟng planning uncertainƟes. Accordingly, exceeding the deadlines by more than 
three Ɵmes must, in any case, be regarded as impermissible for legal reasons. This also means that 
the adopƟon of a restricƟon corresponding to the proposal by the European Commission would be 
unlawful and must therefore be rejected. 

c. Necessary rejecƟon of the restricƟon proposal 

Given the impossibility of submiƫng the substanƟated opinion required of them regarding the re-
stricƟon proposal within the deadlines specified in ArƟcles 70 and 71(1) REACH, or at least within a 
reasonable Ɵme, the RAC and SEAC could and must have refused to submit an opinion once they 
recognized this impossibility. Consequently, in the absence of a basis for decision-making that 
meets the requirements of ArƟcle 73 REACH, the European Commission would have had to reject 
the restricƟon proposal as inadmissible and unreasonably extensive and complex. However, even 
if ECHA were to subsequently forward the emerging opinions of RAC and SEAC to the European 
Commission, the Commission would sƟll have the opƟon and the duty to reject the restricƟon pro-
posal due to the excessive length of the proceedings and the other procedural errors idenƟfied, 
given the many gaps that would in all likelihood remain in the opinions. Consequently, the adopƟon 
of a restricƟon corresponding to the proposal by the European Commission must also be rejected 
for this reason. 

d. Interim conclusion on 2. 

As RAC and SEAC unjusƟfiably confirmed the conformity of the original dossier submiƩed in January 
2023 pursuant to Art. 69(4) subpara. 3 of REACH and, furthermore, issued or draŌed an opinion 
while repeatedly exceeding the statutory deadlines set forth in Art. 70, sentence 1, and Art. 71(1), 
sentence 1 of REACH, the requirements of the restricƟon procedure have been violated on mulƟple 
occasions. 

Against this background, the adopƟon of a restricƟon corresponding to the proposal by the Euro-
pean Commission is impermissible. 



3. Procedural error due to the replacement of the dos-
sier 

a. Supplement to the facts 

Following the consultaƟon, the dossier submiƩers extensively revised their original restricƟon dos-
sier in light of the comments submiƩed there. A large number of new proposals for exempƟons 
from the general PFAS ban were included, while previously considered exempƟons were dropped. 
In addiƟon, proposals and consideraƟons regarding eight newly idenƟfied sectors that were not 
included in the iniƟal dossier were incorporated. Furthermore, restricƟons were discussed as an 
addiƟonal regulatory opƟon (RO3) and proposed for a few uses35, which provide for requirements 
for emission-reducing measures throughout the enƟre life cycle but do not prohibit the use itself36. 

The revised and significantly expanded dossier was submiƩed as a “Background Document” in the 
context of the RAC and SEAC’s review of the restricƟon proposal.  

RAC and SEAC took the changes into account – except for the individual proposals and considera-
Ɵons regarding the eight new sectors37 . 

b. Procedural error resulƟng from the submission and handling of 
the background document 

The complete revision of the restricƟon dossier undertaken by the dossier submiƩers and its review 
by RAC and SEAC is incompaƟble with the legal requirements for the restricƟon procedure and 
consƟtutes an encroachment on the competencies of RAC and SEAC. This is all the more true, given 
that it amounts to a replacement of the restricƟon proposal. Also, due to these procedural errors, 
the adopƟon of a restricƟon corresponding to the proposal must be rejected by the European Com-
mission.  

aa. Revision of the dossier not provided for 

Art. 69 et seq. REACH do not provide for the recƟficaƟon of any deficiencies in a dossier that has 
already been submiƩed and accepted by the dossier submiƩer, nor do they provide for any involve-
ment of the dossier submiƩer in the deliberaƟons of RAC and SEAC. According to the clear structure 
of the system, the assessment of a dossier and, above all, of the contribuƟons from the public con-
sultaƟon under ArƟcle 69(6) REACH is the sole responsibility of  RAC and SEAC (ArƟcle 70 and ArƟcle 
71(1) REACH). An iteraƟve process for developing the restricƟon proposal, as pracƟced by the dos-
sier submiƩers, is precisely not in line with the structure of Title VIII of the REACH RegulaƟon. This 
framework clearly delineates the competences and spheres of responsibility of the Member States 
(including their authoriƟes) from those of the EU (including ECHA and its commiƩees). Once a Mem-
ber State has submiƩed a restricƟon proposal to ECHA through its authority and this has been duly 

35 Manufacture of PFASs; Transport; Electronics and semiconductors; Energy; Sealing applicaƟons; Machinery 
applicaƟons; Some technical texƟles. 
36 Background Document, pp. 1, 107.

See above under A.; detailed assessment under 4.



adopted by RAC and SEAC, it falls exclusively within the sphere of the EU, specifically under the 
purview of ECHA and its commiƩees. It is neither provided for nor, due to the clear differenƟaƟon 
of spheres of competence, permissible for the Member State that submiƩed the dossier through 
its authority pursuant to ArƟcle 69(4) REACH to influence the proposal again by revising it or rem-
edying deficiencies. At most, the Member State could withdraw the proposal and, if necessary, sub-
mit a new (in its view, beƩer) restricƟon proposal in the form of a dossier under Annex XV of REACH, 
which would then restart the restricƟon procedure, in parƟcular the public consultaƟon under Ar-
Ɵcle 69(6) REACH.  

The submission of the background document by the dossier submiƩer, as well as its consideraƟon 
by RAC and SEAC, must therefore be regarded as inadmissible. The fact that, in other restricƟon 
procedures as well, dossiers were modified and improved by the dossier submiƩer in connecƟon 
with the referral to RAC and SEAC without objecƟon does not affect this conclusion. A pracƟce 
cannot alter the legal requirements and must not ignore them. 

bb. Errors due to the complete replacement of the dossier 

Furthermore, the Background Document is more than just a contribuƟon by the dossier submiƩers 
to the discussions of the RAC and SEAC regarding the restricƟon proposal. The designaƟon “Back-
ground Document” is misleading. The dossier submiƩers do not merely provide the commiƩees 
with “background” informaƟon. In it, they neither answer the commiƩees’ quesƟons nor explain or 
specify individual aspects of their dossier. Rather, there is (as far as can be seen: unsolicited) a 
complete revision and replacement of the original Annex XV-dossier. From a legal perspecƟve, this 
approach can be classified as follows: The dossier submiƩers withdraw their dossier and submit a 
completely new dossier which, in their view, meets the requirements of Art. 68(1) and ArƟcle 69(4) 
REACH. In this form, the restricƟon proposal, with all its excepƟons, is regarded as jusƟfied, and in 
parƟcular as proporƟonate. At the same Ɵme, the dossier submiƩers thereby acknowledge that the 
original restricƟon proposal, in its enƟrety, does not meet the legal requirements, and in parƟcular 
is not proporƟonate. 

However, by submiƫng the new restricƟon proposal only informally as a background document – 
and with ECHA (RAC and SEAC) accepƟng this – the procedure provided for in ArƟcle 69(4) and (6) 
REACH for the new dossier is circumvented. Contrary to Art. 69(4) and (3) REACH, no iniƟal review 
by RAC and SEAC is conducted to verify compliance with the requirements of Annex XV. In parƟcu-
lar, however, the consultaƟon of the parƟes concerned required by Art. 69(6) REACH is denied. This 
should have been carried out upon submission of a new dossier. The fact that it was omiƩed con-
sƟtutes an infringement of the stakeholders’ rights to parƟcipaƟon – which, as outlined above un-
der 1. b., are protected by fundamental rights under EU law. This alone must result in the rejecƟon 
of the adopƟon of a restricƟon based on the new dossier as inadmissible. 

The consultaƟon on the draŌ SEAC opinion pursuant to Art. 71(1), third sentence of REACH cannot 
compensate for this deficiency from the outset38. According to the legal framework, the consulta-
Ɵon relates solely to the SEAC opinion. The short deadline of only 60 days is based on this. If a 
completely revised dossier is now on the table, the scope of the consultaƟon is too narrow and the 
deadline too short.  

Any shortcomings of the consultaƟon on the DraŌ SEAC Opinion are addressed in 5. 



cc. Interference with the competence of RAC and SEAC 

At the same Ɵme, the dossier submiƩers’ acƟons also consƟtute an impermissible interference with 
the independence of the experts on the RAC and SEAC, which is expressly guaranteed by ArƟcle 
85(7) REACH. According to the system of the provisions in Title VIII of the REACH RegulaƟon, these 
experts must independently examine the original dossier in accordance with Annex XV of the REACH 
RegulaƟon and assess it themselves, taking into account only the informaƟon and objecƟons raised 
by stakeholders. The result of this review may (and must then) be the rejecƟon of an immature, 
inappropriate, and disproporƟonate restricƟon proposal. This independent role and authority of 
the RAC and SEAC is violated by the new dossier. The fact that this interference in the RAC’s and 
SEAC’s authority and powers is ulƟmately accepted does not alter this. The commiƩees’ compe-
tence and powers are not at their own disposal. They are not an end in themselves, but serve a 
specific purpose within the framework of the restricƟon procedure. They are intended to ensure 
that a restricƟon proposal is assessed by independent experts with regard to legal requirements, 
thereby establishing an expert basis for the European Commission’s decision.  

c. Interim conclusion on 3. 

The dossier submiƩers have completely revised and thereby replaced the original restricƟon dos-
sier based on the comments from the public consultaƟon. This is incompaƟble with the procedural 
requirements of ArƟcles 68 and 69 REACH and consƟtutes an encroachment on the competencies 
of RAC and SEAC. The review of the new dossier by RAC and SEAC is equally incompaƟble with the 
legal requirements for the restricƟon procedure. Due to these procedural errors and the associated 
violaƟon of the rights of affected parƟes, the EU Commission must reject the adopƟon of a re-
stricƟon corresponding to the proposal. 

4. Procedural errors due to the lack of sector-specific 
consideraƟon of the eight new sectors 

a. Supplement to the facts 

First, it should be noted that the dossier submiƩers, and with them SEAC and RAC, view the pro-
posals for restricƟons and exempƟons regarding PFAS use in the eight new sectors as an integral 
part of the restricƟon proposal. 

This stems from the fact that the dossier submiƩers draŌed the so-called “Background Document” 
in the form of an Annex XV dossier and based their comprehensive jusƟficaƟon and assessment of 
the proposal on all sectors covered therein. Following this approach, SEAC and RAC (unjusƟfiably39) 
based their opinions on all 23 sectors and addressed all sectors, including the eight new sectors, in 
terms of general aspects (general necessity and proporƟonality), affirming these two general as-
pects. 

See above under 3. 



However, SEAC and RAC did not conduct detailed sector-specific assessments for the eight new 
sectors. The reason given is that the dossier submiƩers’ assessments for these sectors were not 
available unƟl a later stage in the process of draŌing the opinion, and the Ɵme required for a de-
tailed assessment of the eight new sectors could not be reconciled with the Ɵme constraints for 
addressing the restricƟon proposal40. SEAC therefore includes a proposal for the next steps41: 

“For the eight addiƟonal sectors [...], SEAC cannot conclude 
whether the derogaƟons proposed by the Dossier SubmiƩer for spe-
cific uses/applicaƟons within the scope of these sectors are jusƟ-
fied, nor whether addiƟonal exempƟons for other uses/applicaƟons 
within these sectors would be jusƟfied. SEAC recommends that an 
evaluaƟon of all uses/applicaƟons assessed by the Dossier Submit-
ter within these specific sectors is performed as soon as possible. In 
the interim, SEAC recommends a Ɵme-limited derogarƟon for all 
uses/applicaƟons within the scope of theses specific sectors unƟl 
such an evaluaƟon has been performed and an appropriate deci-
sion can be made on proporƟonality.” 

b. Procedural error due to refusal to issue sector-specific opinions 

The refusal to provide sector-specific opinions for the eight new sectors consƟtutes a violaƟon of 
the procedure set forth in ArƟcle 71 REACH. Without an opinion on these parts of the restricƟon 
proposal, submiƫng the restricƟon proposal pursuant to ArƟcle 72(1) REACH is impermissible, and 
the European Commission is barred from imposing a restricƟon on PFAS based on the proposal of 
the dossier submiƩers. Any restricƟon that is nevertheless adopted would be unlawful. It could be 
declared null and void by the European courts following a lawsuit filed by affected parƟes. 

This conclusion is based on the following consideraƟons: 

aa. PrecauƟonary consideraƟons 

It is not considered here that the replacement of the dossier using the “Background Documents” is 
already impermissible and consƟtutes a procedural error, as set forth above under 3. Therefore, 
these are purely precauƟonary consideraƟons, which are presented without prejudice to the ob-
jecƟons of systemaƟc priority. 

bb. Disregard for the dossier submiƩers’ approach 

By refusing to issue specific opinions on the measures proposed for the eight new sectors, the SEAC 
disregards the dossier submiƩers’ approach. This is incompaƟble with ArƟcle 71(1) REACH. Accord-
ing to this provision, the SEAC must comment on the restricƟon proposal as submiƩed by the dos-
sier submiƩers, not merely on selected parts or aspects. 

Under the dossier submiƩer concept, the eight new sectors are an integral part of their restricƟon 
proposal. If the SEAC and RAC systemaƟcally and intenƟonally exclude these parts, they are, 

DraŌ SEAC Opinion, p. 15; RAC Opinion, p. 15.
DraŌ SEAC Opinion, p. 16.



contrary to ArƟcle 71(1) REACH – and contrary to their own statement – failing to provide an opin-
ion on the proposed restricƟons as a whole, but only on a part thereof. 

Furthermore, according to the dossier submiƩers’ concept, the eight new sectors collecƟvely en-
sure the proporƟonality of the restricƟon proposal. By limiƟng the sector-specific opinion to the 15 
sectors originally included in the Annex XV dossier, the RAC and SEAC fail to do jusƟce to this ap-
proach. Consequently, their general finding that the dossier as a whole – including the eight new 
sectors – is necessary and proporƟonate42 is also untenable. 

cc. ViolaƟon of the wording and system of ArƟcles 71 – 73 REACH 

At the same Ɵme, by refusing to issue specific opinions on the measures proposed for the eight 
new sectors, SEAC is in violaƟon of the requirements arising from the wording and system of ArƟcles 
71 – 73 REACH. 

ArƟcle 71(1) REACH contains a binding obligaƟon: the SEAC “shall issue an opinion on the proposed 
restricƟons.” The only excepƟon is set forth in ArƟcle 72(1), second sentence of REACH: pursuant 
to this provision, ECHA shall inform the Commission, staƟng the reasons, if only one commiƩee or 
no commiƩee issues an opinion within the twelve-month period specified in ArƟcle 71(1) REACH. 
Following on from this, ArƟcle 73(2) REACH specifies the Ɵmeframe within which the Commission 
must make its decision if the SEAC does not issue an opinion. Conversely, this implies that the ab-
sence of an opinion is not the rule, but at most a strictly limited excepƟon. 

Under this system, the SEAC is obligated to issue an opinion on the proposed restricƟons unless 
there are compelling reasons not to do so. In any case, however, neither the SEAC nor the RAC may 
issue an opinion on only a porƟon of the restricƟon proposal that they themselves have defined. 

The Ɵme pressure cited by SEAC and RAC with regard to the original 15 sectors cannot be regarded 
as a compelling reason. First, due to the procedural errors outlined above: (i) the subsƟtuƟon of 
the dossier and (ii) the impossibility of issuing a sufficiently substanƟated opinion within the pre-
scribed deadlines or, at any rate, without excessively exceeding the deadlines, RAC and SEAC could 
and should have refused to accept the dossier or, at least, to issue an opinion43. However, if the 
commiƩees accept these procedural errors without objecƟon and even tolerate a delay of more 
than three Ɵmes the deadline for their opinions on the original dossier, then, according to the logic 
of RAC and SEAC, a further delay in issuing sector-specific opinions for the eight new sectors should 
also have been acceptable. 

dd. ViolaƟon of the Requirement for an Opinion 

Furthermore, SEAC’s refusal to issue specific opinions on the measures proposed for the eight new 
sectors consƟtutes a violaƟon of the rule set forth in Art. 68(1), second sentence, in conjuncƟon 
with Art. 72(1) and Art. 73(1) REACH, which requires the SEAC to issue an opinion and thereby lay 
the foundaƟon for an appropriate and proporƟonate decision by the European Commission. 

In making its decision, the Commission must, in accordance with the provisions of ArƟcle 68(1), 
second sentence of REACH, take into account the socio-economic impacts of the proposed 

DraŌ SEAC Opinion, p. 16; RAC Opinion, p. 15 ff. 
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restricƟon. To this end, pursuant to ArƟcles 72(1) and 73(1) REACH, it must rely on the opinion of 
the SEAC as the expert body for assessing socio-economic impacts. The Commission cannot fulfill 
this obligaƟon if there is simply no sector-specific SEAC opinion for the eight new sectors.  

The requirement for an opinion under ArƟcle 68(1) in conjuncƟon with ArƟcles 72(1) and 73(1) 
REACH is not an end in itself. The procedure set out in Title VIII of the REACH RegulaƟon, in parƟc-
ular the issuance of opinions by SEAC and RAC, is intended to provide the European Commission 
with the necessary scienƟfic informaƟon so that it can decide, with full knowledge of the facts, 
whether – as required under ArƟcle 68(1) REACH – there is an unacceptable risk to health and the 
environment and whether restricƟons are necessary to address such a risk44. It also serves to enable 
the European Commission to adopt a decision that takes sufficient account of the socio-economic 
consequences and is therefore proporƟonate.  

According to the established case law of the Court of JusƟce of the European Union, the general 
principle of proporƟonality (ArƟcle 5(4) TEU) is a general principle of Union law that must be ob-
served in every EU measure. The absence of a SEAC assessment for the eight new sectors ulƟmately 
makes it structurally impossible for the European Commission to reach a proporƟonate decision. 
This applies to the individual proposals of the dossier submiƩers regarding the eight new sectors, 
but also to the enƟre restricƟon proposal, which, according to the dossier submiƩers’ concept, in-
cludes the proposed measures for the eight new sectors as an integral part.  

ee.  PotenƟal Error of DiscreƟon 

The EU Commission also cannot, in accordance with the SEAC’s proposal, refrain from making a 
sector-specific and conclusive assessment of the eight new sectors and thus of essenƟal parts of 
the restricƟon proposal. If it were to do so, this would consƟtute an error of discreƟon. As already 
explained above, the EU Commission has discreƟon when deciding on the adopƟon of restricƟons45. 
However, the ECJ has consistently emphasized in its case law46 that the discreƟon of the competent 
EU authoriƟes in technical-scienƟfic decisions is not discreƟon regarding the quesƟon of whether 
they perform their statutory duƟes, but only regarding the quesƟon of how they do so methodo-
logically.  

These legal requirements also apply to SEAC and RAC. This is because, in the Title VIII procedure, 
they are assigned a key role in determining the technical and scienƟfic discreƟon of the European 
Commission. The EU Commission is not required to conduct its own technical and scienƟfic review 
or its own socio-economic analysis; rather, it may rely on the reviews and opinions of the ECHA 
commiƩees47 and, on this basis, make the decision incumbent upon it under ArƟcle 73(1) REACH. 

ff. ShiŌ in the insƟtuƟonal framework contrary to the system 

The SEAC’s refusal to issue sector-specific opinions also results in a shiŌ of responsibiliƟes within 
the insƟtuƟonal framework provided for by the REACH RegulaƟon that is contrary to the system. 
As outlined, RAC and SEAC are the authoritaƟve technical and scienƟfic expert commiƩees. This is 

General Court in T-226/18, para. 217. 
45 See above under 1.b.bb. (2). 
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supported not least by the fact that, pursuant to ArƟcle 85(7) REACH, their members are explicitly 
independent of the Member States. The European Commission, on the other hand, is a poliƟcal 
body of the EU. This insƟtuƟonal architecture is non-negoƟable. If the European Commission were 
to assess the socio-economic impacts itself in the absence of a SEAC opinion, this structure would 
be disregarded. The necessary independent technical-scienƟfic preliminary review, which the 
REACH system specifically provides as a procedural safeguard, would be lacking.  

c. Procedural error due to an impermissible recommendaƟon 

The recommendaƟon made by RAC and SEAC regarding the refusal to conduct sector-specific as-
sessments for the eight new sectors also consƟtutes a procedural error, as it recommends a course 
of acƟon that is against the provisions and framework of Title VIII of the REACH RegulaƟon and is 
therefore impermissible. For legal reasons, SEAC must refrain from making this recommendaƟon 
and could, at most, recommend exempƟng the eight sectors from the general ban. Should SEAC 
maintain the recommendaƟon, the European Commission could not follow it for legal reasons. 

aa. RecommendaƟon by RAC and SEAC 

SEAC recommends that the EU Commission issue the general ban on the manufacture, placing on 
the market, and use of all PFAS with regard to the eight new sectors as well, but that this be com-
bined with a Ɵme-limited – i.e., provisional – exempƟon for all uses/applicaƟons within the sectors. 
The exempƟon is to apply unƟl a specific assessment of all uses and applicaƟons evaluated by the 
dossier submiƩers has been carried out and an appropriate decision on proporƟonality can be 
made. This apparently means that RAC and SEAC will make up for the reviews and evaluaƟons re-
quired of them under ArƟcles 70 and 71(1) REACH later and that the European Commission will 
then, on this basis, make a (final) decision regarding the exempƟons from the general ban on use 
in the eight new sectors – however, when, on what basis, and within what framework this is to take 
place remains open. 

bb. No restricƟon permissible 

Even the recommended first step – a general ban on PFAS in the eight new sectors by the European 
Commission – would be impermissible because it would not be in accordance with ArƟcles 68(1) 
and 69(4) REACH. Instead, the SEAC could, at most, recommend that any restricƟon –  i.e., a ban  –  
be avoided with regard to the eight new sectors. 

(1) CondiƟons for a recommended restricƟon are not met 

Under the provisions of Title VIII of the REACH RegulaƟon, a restricƟon on substances shall only be 
imposed if it is demonstrated that the specific substance (or, in any case, the substance group) 
poses an unacceptable risk that is not adequately controlled and must be addressed at the EU level 
(Art. 68(1) and Art. 69(4) REACH). In addiƟon, the restricƟon must take into account the availability 
of alternaƟves and the socio-economic consequences (Art. 68(1) REACH) and be proporƟonate 
overall (Art. 5(4) TEU)48. RAC and SEAC do not conclude that these condiƟons are met for the uses 
in the eight new sectors. Rather, they explicitly leave this open. Therefore, in the RAC and SEAC’s 

On these requirements, see above under 1a.aa. (4) and bb. 



own view, the legal requirements for imposing a restricƟon are not met. According to the recom-
mendaƟon, this shortcoming should not be replaced by a separate review and assessment by the 
European Commission; rather, the review and assessment should take place only aŌerward. Thus, 
fully aware of the absence of the legal requirements, RAC and SEAC recommend the adopƟon of a 
restricƟon – even a comprehensive ban. This is clearly unlawful. Without all requirements being 
fulfilled, however, the restricƟon would consƟtute an impermissible interference with the funda-
mental rights of those affected49.  

(2) Suspension of the restricƟon is irrelevant 

This finding is not contradicted by the fact that RAC and SEAC provide for a comprehensive exemp-
Ɵon for all uses in the new eight sectors – in effect, a temporary suspension of the ban – for the 
interim period unƟl the sector-specific tests and evaluaƟons are available, and thus the suspended 
ban consƟtutes a provisional restricƟon. On the one hand, this does not alter the fact that a ban is 
to be imposed without the legal prerequisites being met – and is thus unlawful. On the other hand, 
it ignores the fact that the provisions of Title VIII of the REACH RegulaƟon do not provide for a 
provisional restricƟon.  

By proposing an unrestricted suspension of the ban, RAC and SEAC are themselves indicaƟng that 
a restricƟon is not warranted in this maƩer. Therefore, following their own logic, it would be only 
consistent for them – and legally permissible – to reject the issuance of the ban for the eight new 
sectors from the outset, i.e., to recommend that the eight new sectors be excluded enƟrely from 
the scope of a restricƟon on the use of PFAS. 

Notwithstanding this, the recommendaƟon leaves completely open the quesƟon of the legal basis 
and framework within which the sector-specific assessment to be conducted should take place. 
Furthermore, there are substanƟal legal concerns regarding the recommended sector-specific as-
sessment (see below). This lack of clarity also precludes the assumpƟon that the provisional re-
stricƟon could be considered permissible. 

cc. Making up of sector-specific assessment inadmissible 

RAC and SEAC leave it unclear which body is to conduct the recommended making up of the sector-
specific assessments. However, according to the recommendaƟon, only assessments conducted by 
RAC and SEAC themselves are likely to be seriously considered. For the purposes of further consid-
eraƟon, it should therefore be assumed that the proposed follow up assessment is to be carried 
out by RAC and SEAC themselves.  

(1) No procedure for making up in the REACH RegulaƟon 

Title VIII of the REACH RegulaƟon does not contain a procedure for the Ɵmely sector-specific review 
of the exempƟons proposed by dossier submiƩers in the new eight sectors, as recommended by 
RAC and SEAC. A regulated, rule-of-law procedure with deadlines and opportuniƟes for parƟcipa-
Ɵon would, however, be necessary, not least in view of the consƟtuƟonally protected right of those 
affected to good administraƟon. 

See above under 1.a.cc. 



Under ArƟcles 70 and 71 REACH, the reviews of a dossier by RAC and SEAC in the restricƟon proce-
dure are intended to take place only once – namely, prior to their submission of an opinion to the 
Commission, and within a set Ɵmeframe. ThereaŌer, pursuant to ArƟcle 73 REACH, the European 
Commission must decide on the restricƟon based on the opinions submiƩed. There is no provision 
for the RAC and SEAC to be consulted again aŌer their opinions have been submiƩed to the EU 
Commission. This must also be considered impossible in light of the overall system of the restricƟon 
procedure already discussed.  

Furthermore, the recommendaƟon by RAC and SEAC does not provide for a subsequent review to 
take place during the ongoing restricƟon procedure prior to a decision by the EU Commission. Ra-
ther, the EU Commission is first to adopt the restricƟon with a ban but also a comprehensive ex-
empƟon for the eight new sectors, and only then is the sector-specific assessment to be carried 
out. Such an approach must certainly be regarded as inadmissible. This is because the recom-
mended adopƟon of the restricƟon would conclude and terminate the restricƟon procedure in its 
enƟrety. A referral to RAC and SEAC could not take place again under the provisions of Title VIII of 
the REACH RegulaƟon. Rather, at most, a new regular restricƟon procedure could be iniƟated, 
which would then allow for the preparaƟon of a new dossier, its publicaƟon, a public consultaƟon, 
and only thereaŌer a referral to RAC and SEAC. But this is clearly not recommended by RAC and 
SEAC. 

(2) No making up permiƩed on other grounds 

Even on other grounds, the recommended referral to RAC and SEAC would not be possible.  

In principle, both commiƩees have only the powers conferred upon them explicitly under the 
REACH RegulaƟon (Art. 77(3)(a) REACH). As explained above, this basis of authority precludes the 
RAC and SEAC from being consulted retroacƟvely.  

At most, a mandate by the Director pursuant to Art. 77(3)(c) REACH could be considered. Under 
this provision, the Director may request commiƩees to prepare opinions on all other aspects of the 
safety of substances on their own, in mixtures, or in arƟcles. However, invoking this provision is out 
of the quesƟon because the review of the restricƟon proposals or exempƟons for the eight new 
sectors does not consƟtute “other aspects of the safety of substances,” but rather restricƟon 
measures, over which the RAC and SEAC have explicit but limited competence. Furthermore, such 
a request by the Director would not be feasible because an opinion from RAC and SEAC on this 
maƩer would not allow the restricƟon procedure for PFAS to be reopened, let alone provide a basis 
for the supplementary decision by the European Commission intended by the recommendaƟon. 

d. Interim conclusion on 4. 

By refusing to issue sector-specific opinions for the eight new sectors, RAC and SEAC not only dis-
regard the approach of the dossier submiƩers but also violate the procedure provided for in ArƟcle 
71 REACH. Furthermore, forwarding the restricƟon proposal pursuant to ArƟcle 72(1) REACH is im-
permissible. Moreover, this potenƟally consƟtutes an error of discreƟon on the part of the Euro-
pean Commission in adopƟng a restricƟon. 

The recommendaƟon associated with the refusal to conduct sector-specific assessments for the 
eight new sectors also consƟtutes a procedural error, as it recommends a course of acƟon that is 
incompaƟble with the provisions and structure of Title VIII of the REACH RegulaƟon and is therefore 



impermissible. For legal reasons, the SEAC must refrain from making this recommendaƟon and 
could, at most, recommend exempƟng the eight sectors from the general ban. Should the SEAC 
adhere to the recommendaƟon, the EU Commission could not follow it for legal reasons.  

In light of the above, the EU Commission is prohibited from adopƟng a restricƟon on PFAS in ac-
cordance with the recommendaƟons of RAC and SEAC based on the dossier submiƩers’ proposal. 
Any restricƟon adopted on this basis would be unlawful. 

5. Procedural errors regarding consultaƟon on the 
draŌ SEAC opinion 

The consultaƟon on the draŌ SEAC opinion pursuant to ArƟcle 71(1), fourth sentence of REACH is 
procedurally flawed in several respects. First, the 60-day deadline is unreasonably short. Second, 
the parƟcipaƟon rights of interested parƟes are restricted by an unreasonably short deadline as 
well as by inappropriate requirements regarding structure and scope. To avoid these errors, ECHA 
would be required to facilitate a comprehensive consultaƟon within a sufficient Ɵmeframe. If it fails 
to do so and forwards the opinions of RAC and SEAC to the European Commission, the European 
Commission must reject the adopƟon of a restricƟon corresponding to the opinions. 

a. Too short deadline 

ECHA has set the consultaƟon period at 60 days, ending on May 25, 2026, thereby strictly adhering 
to the wording of ArƟcle 71(1), fourth sentence of REACH. In doing so, ECHA disregards several 
relevant aspects and thereby violates the consƟtuƟonally protected parƟcipaƟon rights of the af-
fected parƟes under ArƟcle 41 CFREU. 

aa. Complexity of the SEAC opinion 

As has been menƟoned on several occasions, the restricƟon proposal submiƩed by the dossier sub-
miƩers is extremely extensive and complex. This was not sufficiently taken into account during the 
iniƟal consultaƟon on the original restricƟon dossier, parƟcularly with regard to the procedural 
rights of the affected parƟes, which are protected under fundamental rights. Rather, an appropriate 
extension of the consultaƟon period would have been warranted. In this regard, we refer to the 
detailed explanaƟons under 1.b.  

This complexity is also evident in the draŌ SEAC opinion. It consists of a 133-page general opinion 
as well as individual evaluaƟons of the 15 use sectors that were already the subject of the original 
restricƟon dossier. This alone would have required an appropriate extension of the consultaƟon 
period – which, like the other deadlines in Title VIII of the REACH RegulaƟon, cannot be regarded 
as mandatory – in order to safeguard the parƟcipaƟon rights of the parƟes concerned, which are 
protected by fundamental rights50. 

See above under 1b.aa. (4) and bb.



The burden on stakeholders is exacerbated by the reversal of the burden of proof associated with 
the restricƟon proposal51. This requires stakeholders to provide substanƟated informaƟon on the 
uses of PFAS (type, quanƟƟes, emissions, lack of alternaƟves and their availability, socio-economic 
concerns and impacts, etc.) with regard to the enƟre life cycle. ECHA expressly calls for the submis-
sion of relevant informaƟon on all possible uses, whether or not they are being addressed by 
SEAC52. Precisely for this reason, the strict 60-day deadline is too short.  

bb. IniƟal statement on the replaced restricƟon dossier 

This is all the more true, given that the violaƟon of the stakeholders’ parƟcipaƟon rights throughout 
the enƟre procedure has not been remedied. On the contrary. By replaceing the restricƟon dossier 
by the dossier submiƩers and the approval of this procedure by RAC and SEAC, the infringement of 
the stakeholders’ parƟcipaƟon rights was not only perpetuated but substanƟally intensified (see 
above under 3.b.bb.). 

Against this background, the parƟes concerned can now, for the first Ɵme ever, present their con-
cerns and interests regarding the current restricƟon proposal as part of the consultaƟon on the 
draŌ SEAC opinion pursuant to ArƟcle 71(1), fourth sentence of REACH, thereby asserƟng their 
parƟcipaƟon rights protected under fundamental rights. ECHA also indirectly acknowledges this in 
pracƟce. For example, it expressly invites the submission of informaƟon on uses not evaluated by 
SEAC – including uses in the eight new sectors – within the framework of the General Survey – 53.  

For this reason alone, the current consultaƟon cannot, for legal reasons, be limited to a consultaƟon 
on the draŌ SEAC opinion. Rather, it is imperaƟve to provide stakeholders with a comprehensive 
opportunity to comment. The very short comment period of only 60 days is incompaƟble with this. 
EffecƟve protecƟon of the fundamental rights of those affected, to which ECHA is obligated under 
ArƟcle 41(1) and (2) in conjuncƟon with ArƟcle 51(1) CFREU, requires that an appropriate extension 
of the deadline be granted. 

b. Unreasonable requirements 

ECHA’s requirements for comments on the draŌ SEAC opinion make it unreasonably difficult for 
the parƟes concerned to assert their concerns and interests. This exacerbates the infringement of 
the parƟes’ fundamental rights to parƟcipaƟon under ArƟcle 41(1) and (2) CFREU. 

ECHA has sƟpulated (apparently for the first Ɵme in restricƟon procedures) that, for the consulta-
Ɵon on the draŌ SEAC opinion, stakeholder contribuƟons may only be submiƩed in a structured 
format via a designated consultaƟon plaƞorm (EUSurvey)54. This means that comments can only be 
made on predefined quesƟons and only to a limited extent (mulƟple choice or free text with limited 
input). This results in unreasonable restricƟons. For example, socio-economic impacts beyond one’s 
own business cannot be captured at all. To jusƟfy the lack of alternaƟves, only mulƟple-choice an-
swers are available, none of which provide for the possibility that alternaƟves are technically una-
vailable. AƩachments cannot be included. 

See above under 1.a.aa. (3). 
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In addiƟon, ECHA prescribes a complex use-mapping system55 into which stakeholders must classify 
specific informaƟon regarding the use of PFAS. In the stakeholders’ view, this oŌen makes it difficult 
to categorize the various uses, e.g., due to missing or unclear definiƟons and deviaƟons from defi-
niƟons in other legal areas (e.g., medical devices). The use mapping is parƟcularly difficult to apply 
and implement it from the perspecƟve of suppliers and subcontractors. Furthermore, the use map-
ping does not include finished devices or products, which manufacturers of complex arƟcles con-
sider inappropriate. 

c. Interim conclusion on 5. 

The consultaƟon on the draŌ SEAC opinion, which has since been iniƟated, is procedurally flawed 
in several respects. Given the scope and complexity of the restricƟon dossier, the 60-day deadline 
under ArƟcle 71(1), fourth sentence of REACH is unreasonably short. At the same Ɵme, the parƟci-
paƟon rights of the parƟes concerned are violated by the unreasonably short deadline as well as by 
inappropriate requirements regarding the structure and scope of the opinions. Instead, ECHA is 
obligated to facilitate a comprehensive consultaƟon within a sufficient Ɵmeframe. If it fails to do so 
and forwards the opinions of RAC and SEAC to the European Commission, the European Commis-
sion must refuse to adopt a restricƟon corresponding to those opinions.  

6. Conclusion 

The mulƟtude of procedural errors idenƟfied – parƟcularly when considered cumulaƟvely – pre-
clude the EU Commission from adopƟng a restricƟon in line with the proposal. Should the European 
Commission nevertheless adopt such a restricƟon, it would be unlawful and could be challenged by 
affected parƟes through an acƟon under ArƟcle 263(4) TFEU and declared void by the European 
courts pursuant to ArƟcle 264 TFEU.  

 

Berlin, May 18, 2026 
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