


Proposal for a Directive OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL amending 
Directive 2011/65/EU of the European Parliament and of the Council as regards the re-
attribution of scientific and technical tasks to the European Chemicals Agency 
 
Presidency Steering note  
 
Ad Hoc Working Party on One Substance One Assessment (WP2) –  8 March 2024 
  
On 7 December 2023, the Commission launched a proposal for a Directive of the EUROPEAN 
PARLIAMENT AND OF THE COUNCIL amending Directive 2011/65/EU of the European 
Parliament and of the Council as regards the re-attribution of scientific and technical tasks to 
the European Chemicals Agency. At the meeting of the Ad Hoc Working Party on One 
Substance One Assessment on 23 January 2024, the Commission presented its proposal. 
Delegations had the opportunity to ask questions and to express their initial views on the text. 
Afterwards, delegations were invited to send in written comments by Friday, 23 February cob.  
 
On 08 March 2024, the Ad Hoc Working Party on One Substance One Assessment will examine 
the proposal in more detail. The discussion will be structured into five blocks of debate:  

 
1. REACH/ROHS alignment:  

Some delegations appreciated the alignment of the ROHS directive with REACH 
Regulation, while others expressed some concerns related to that alignment (i.e.: 
restriction and exemptions being separate processes under ROHS while under REACH 
they are combined). It was also highlighted that Annex XV according to REACH requires 
an assessment of risk which may point the focus away from the essential part of the 
assessment required under the RoHS.   
Alignment of deadlines with REACH was suggested and lack of RAC’s involvement in 
the renewal of the exemptions was questioned.  
Article 1(1), point (a), paragraph (4c) 
Article 1(1), point (b), regarding inclusion of article 4a (a)  
Article 1(1), point (b), regarding inclusion of article 4a 
Article 1(3), point (c) 
Article 1(4), regarding insertion of Article 6a 
 

2. Consultation of the Committee prior delegated act adaptation.   
One delegation requested the Commission to consult experts designated by each MS 
before adoption of the delegated act in accordance with the principles laid down in 
the Interinstitutional Agreement of 13 April 2016 on Better Law-Making (additional 
proposal for amendments of Art. 20 linked with proposal for amendments of linked 
with proposal for amendments of Article 1(1), point (c), paragraph 8 
Another delegation asked for clarification regarding application of third criterion in 
Art. 5(1)(a) of the ROHS Directive and expressed a need for harmonization of its 
application.  
The Commission will take this opportunity to insist on the legal principle of parallelism 
of forms regarding the delegated acts. 
Article 1(1), point (c), paragraph 8 
 



3. Transposition vs. transitional period  
Some delegations expressed their concern regarding transitional period of 12 months 
in case proposed amendments require transposition as the directive is addressed to 
Member States and imposes obligations on them. 
Feedback from the Council regarding legal advice was requested during Ad Hoc OSOA 
WP of 23 January 2023.  
Article 2 

 
4. ECHA’s capacity (budget, workload, committees, expertise, …) 

Delegations expressed their concern regarding the increase of the workload of the 
ECHA's scientific committees (SEAC and RAC). In their comments delegations 
therefore recommended the Commission to ensure sufficient resources to ECHA. 
Some proposed not to put too much emphasis on the ECHA Committees, but rather 
to re-attribute tasks to ECHA (and its already existing Expert Groups), while other 
comment underlined the importance to have a draft of ECHA basic regulation available 
as soon as possible in order to have a sound basis for decisions on certain issues 
related to this legislative package.  
Lack of in-house expertise for example in the evaluation of the life cycle of the 
substance in the refurbishment, waste and recycling stage was also highlighted.  
Article 1(1), point (b), regarding inclusion of article 4a 
Article 1(1), point (b), regarding inclusion of article 4a (a) 
Article 1(1), point (b), regarding inclusion of article 4a (d) 
Article 1(4), regarding insertion of Article 6b, point (6) 
Additional proposal concerning amendments of Article 5(5)   
Similar comments regarding ECHA’s and Member State capacities, in-house expertise, 
workload of the Committees and budget were received on the Commission’s proposal 
for Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE 
COUNCIL  amending Regulations (EC) No 178/2002, (EC) No 401/2009, (EU) 2017/745 
and (EU) 2019/1021 of the European Parliament and of the Council as regards the re-
attribution of scientific and technical tasks and improving cooperation among Union 
agencies in the area of chemicals. For this reason, this point is going to be discussed 
with the under re-attribution of scientific and technical tasks proposal.  

 
For each block, the Commission is invited to provide answers to the questions and issues 
raised in Member States’ written comments (received after WP1) and to provide further 
clarifications on the proposed articles and discussion blocks. Thereafter, delegations will be 
given the opportunity to ask further questions and clarifications and to express their 
positions.  
 
 
 
 
 

__________________ 





















































Annex 2 

Proposal for a 

DIRECTIVE OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL 

amending Directive 2011/65/EU pf the European Parliament and of the Council as regards the re-

attribution of scientific and technical tasks to the European Chemicals Agency 

(Text with EEA relevance) 

Version 1 

XX-XX-XXX at XX:XX 

 

Summary: 

During first consultation round comments from ES, DE, DK, FR, HU, IE, NL, PT, SE, SI were received. 

Some delegations highlighted the scrutiny reservation indicating that further comments can still be 

submitted at the later stage.  

In general, all delegations welcomed the proposal of the Commission to amend the ROHS Directive. 

It is believed that the proposed changes will improve and refine the process of restricting new 

substances, granting new exemptions, and therefore increase transparency and legal certainty.  

Number of delegations (HU, DE, IE, NL) however expressed their concern regarding the increase of 

the workload of the ECHA's scientific committees (SEAC and RAC). In their comments delegations 

therefore recommended the Commission to ensure sufficient resources to ECHA. HU underlined the 

importance to have a draft of ECHA basic regulation available as soon as possible, to have a sound 

basis for decisions on certain issues related to this legislative package, while IE proposed not to put 

too much emphasis on the ECHA Committees, but rather to re-attribute this task to ECHA (and its 

already existing Expert Groups). IE believes that the change proposed by them would not preclude 

the Executive Director from requesting the assistance of the ECHA Scientific Committees on a case-

by-case basis. Moreover, NL underlined that attributing ECHA new tasks under ROHS Directive will 

require additional in-house expertise in the evaluation of the life cycle of the substance in the 

refurbishment, waste and recycling stage, which is according to the Commission staff document 

currently not available.  

Some delegations appreciated the alignment of the ROHS directive with REACH Regulation (SI, DE), 

while others expressed some concerns related to that alignment (SE, DK).   

PT is concerned about the confidentiality of the request of the companies regarding the substance 

requirements.  

Additionally, in the view of ES, a clarity is needed on whether the proposal of the COM to amend the 

ROHS Directive requires transposition.  

 

 

  



List of general questions to the COM:  

SE: Would it be possible to amend the proposal so that exemptions will be adopted by delegated 

regulations instead of delegated directives? That would mean a harmonization within the EU when 

an exemption enters into force and would facilitate matters for actors concerned.   

NL: Could the Commission elaborate how ECHA will be equipped to enable sufficient knowledge on 

assessing the impact of a restriction on refurbishment, and the waste and recycling phase?    

HU: We would like to ask for the opinion of the Council Legal Service as to whether it is justified to 

include in the proposal specific provisions on transposition by Member States into their national law, 

taking into account that, for example, our relevant national legislation refers to procedures such as 

applications for exemption. 

 

Additional suggestions:  

IE: We also recommend the OSOA legislation package amends Article 85 & 87 of REACH to provide for 

additional experts to cover the additional work and its associated remuneration. Some possible changes are 

suggested below:  

  
Each Member State may nominate candidates to membership of the Committee for Risk Assessment and or 
expert working groups established by ECHA. The Executive Director shall establish a list of the nominees, which 
shall be published on the Agency's website, without prejudice to Article 88(1). The Management Board shall 
appoint the members of the Committee from this list, including at least one member but not more than three or 
four two from the nominees of each Member State that has nominated candidates. Members shall be 
appointed to the Committee or to an expert working group for their role and experience in performing the tasks 
specified in Article 77(3) (insert relevant Articles from other legislation that assigns ECHA tasks here).  
  
Each Member State may nominate candidates to membership of the Committee for Socio-economic Analysis 
and or relevant expert working groups established by ECHA. The Executive Director shall establish a list of the 
nominees, which shall be published on the Agency's website, without prejudice to Article 88(1). The 
Management Board shall appoint the members of the Committee from this list, including at least one member 
but not more than three or four two from the nominees of each Member State that has nominated candidates. 
Members shall be appointed to the Committee or to an expert working groups for their role and experience in 
performing the tasks specified in Article 77(3) (insert relevant Articles from other legislation that assigns ECHA 
tasks here).   
  
The Committees shall aim to have a broad range of relevant expertise among their members. To this end each 
Committee may co-opt a maximum of eight five additional members chosen on the basis of their specific 
competence.   

 

 
 

  



 
Article 87   

Rapporteurs of Committees and use of experts  
  
1. Where, in accordance with Article 77 (the other relevant articles under this regulation and the Regulation of 
CLP that assign a role to the Committee would need to be included), a Committee is required to provide an 
opinion or consider whether a Member State dossier conforms with the requirements of Annex XV (CLH etc) it 
shall appoint one of its members or their advisor as a rapporteur. The Committee concerned may appoint a 
second additional member(s) or their advisors to act as co-rapporteur. For each case, rapporteurs and co-
rapporteurs shall undertake to act in the interests of the Community and shall make a declaration of 
commitment to fulfil their duties and a declaration of interests in writing. A member of a Committee or their 
advisor(s) shall not be appointed rapporteur for a particular case if he indicates any interest that might be 
prejudicial to the independent consideration of that case. The Committee concerned may replace the 
rapporteur or co-rapporteur by another one of its members at any time, if, for example, they are unable to 
fulfil their duties within the prescribed time limits, or if a potentially prejudicial interest comes to light.   
  
2. Member States shall transmit to the Agency the names of experts with proven experience in the tasks 
required by Article 77 (insert other relevant articles), who would be available to serve on ECHA expert groups 
or working groups of the Committees, together with an indication of their qualifications and specific areas of 
expertise.   
  
The Agency shall keep an up-to-date list of experts. The list shall include the experts referred to in the first 
subparagraph and other experts identified directly by the Secretariat.   
  
3. The provision of services by Committee members or any advisor or expert serving on an expert group or 
working group of the Committees or Forum, or performing any other task for the Agency shall be governed by 
a written contract between the Agency and the person concerned, or where appropriate between the Agency 
and the employer of the person concerned.   
 

The person concerned, or his employer, shall be remunerated by the Agency in accordance with a scale of fees 
to be included in the financial arrangements established by the Management Board. Where the person 
concerned fails to fulfil his duties, the Executive Director has the right to terminate or suspend the contract or 
withhold remuneration.   
  
4. The provision of services for which there are several potential providers may require a call for an expression 
of interest:   
  
(a) if the scientific and technical context allows; and   
(b) if it is compatible with the duties of the Agency, in particular the need to provide a high level of protection 
of human health and the environment.   
  
The Management Board shall adopt the appropriate procedures on a proposal from the Executive Director.   
  
5. The Agency may use the services of experts for the discharge of other specific tasks for which it is 

responsible. Experts or their employer, shall be remunerated by the Agency in accordance with a scale of fees 

to be included in the financial arrangements established by the ECHA Management Board. Where the person 

concerned fails to fulfil his duties, the Executive Director has the right to terminate or suspend the contract or 

withhold remuneration 

 

Specific questions and/or textual proposals received during the first consultation round are copied 

in the rows corresponding to the sections of the proposal commented by the delegations.  

 



























 
 
 
 
 
 
 
 
 
 

45 

applications referred to in 
paragraph 3 of this Article as 
well as comprehensive 
guidelines for such 
applications, taking into 
account the situation of SMEs. 
Any submission to the Agency 
shall be made using the format 
and the submission tools made 
available by the Agency.’;  
 

The Agency shall, in agreement with the Commission and the 

committee set up according to article 20 provide a harmonised 

format for the applications referred to in paragraph 3 of this 

Article as well as comprehensive guidelines for such 

applications including the criteria described under paragraph 

1, taking into account the situation of SMEs. Any submission to 

the Agency shall be made using the format and submission tool 

made available by the Agency. 

DK considered that a clarification is needed in relation to 

criterion no. 3 in art. 5 pieces. 1, letter a; the total negative 

environmental, health and consumer protection impact as a 

result of the substitution is likely to be greater than the total 

environmental, health and consumer protection benefits 

thereof.  

Many exemptions are granted or renewed with reference to 

this criterion, not infrequently, where the other criterions do 

not apply i.e. where substitution is possible or reliable 

alternatives are available, in spite of the weight of substation 

in RoHS as reflected in recital 8 the most effective way of 

ensuring a significant reduction of risks to health and the 

environment relating to those substances, in order to achieve 

the chosen level of protection in the Union, is the substitution 

of those substances in EEE by safe or safer materials. 

The criterion is often applied based on energy considerations. 

It is unclear if this was the intention of this criteria and, which 

weight to assign energy considerations compared to chemicals 

considerations within the frame of RoHS. In light of the 

experienced difficulty concerning collection of information 

from applicants as identified during the RoHS review process, 

priority should be given to clarifying the applicability of this 

criterion.  

Therefore, there is a need to clarify the applicability of this 

criteria and it is important that ECHA does so through 

following this re-attribution of tasks. ECHA should revise this 

guidance and that the guidance should be adopted by the 

expert committee (see proposal for reference to this 

committee in under article 20). 

 
 
Questions to the COM: 
 
DE supports a harmonised format for the applications and 
clear guidelines for applicants. Further, DE welcomes the 
introduction of online submissions tools for applications and 
finds this to be a good improvement. DE would ask for further 
clarification, how this process will exactly function in practice. 
Further, DE would like to ask if the harmonised application 
under RoHS will be streamlined with other exemption 
processes. This would be encouraged.   
 

























  

 

____________________ 
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powers at the latest 6 months before the end of the 5-year 

period. The delegation of power shall be automatically tacitly 

extended for periods of an identical duration, unless the 

European Parliament or the Council revokes it in accordance 

with Article 21. 

1a. Before adopting a delegated act, the Commission shall 

consult experts designated by each Member State in 

accordance with the principles laid down in the 

Interinstitutional Agreement of 13 April 2016 on Better Law-

Making.  

 

2. As soon as it adopts a delegated act, the Commission shall 

notify it simultaneously to the European Parliament and to the 

Council. 

3. The powers to adopt delegated acts are conferred on the 

Commission subject to the conditions laid down in Articles 21 

and 22 

 
 
DK: Proposed changes related to an update of the language. 
Concerning exercising the power of delegated act, the 
consultation of an expert group with member state 
representation should be specified 

 
 

 
 




