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This document contains the links to all relevant administrative forms (declaration of 
interest and declaration of confidentiality) that should be filled in by NMEG members or 
supporting experts before the meetings. General provisions such as mandate of the 
group and working procedures and instructions for assignment of agenda items to open 
or closed sessions are also documented.  

 

This NMEG manual replaces the NMEG mandate adopted on 25.3.2019.  

 

Version  Changes  Date  
Version 1 First version of the NMEG1 mandate. February 2017 

Version 2 The NMEG mandate is restructured and renamed 
‘manual’, in line with the manual of other Expert 
Groups hosted by ECHA (PBT and ED expert 
groups).  

March 2019 

Version 3 The NMEG mandate is further aligned with ECHA 
PBT and ED expert groups, and in particular:  

- the frequency of NMEG meetings is guided 
by the need expressed by its members to 
raise discussions on critical scientific issues 
and/or operational issues (individual cases) 
and by the availability of robust 
documentation. Dates for two meetings per 
year will be set, but they may be cancelled in 
case no specific scientific/operational issue is 
raised and ready for discussion. 

- the maximum number of experts for 
Observers is set to 4 for industry ASOs and 4 
for non-industry ASOs;  

- for next meetings, a ‘Summary report’ will 
be published on the NMEG webpage (i.e. a 
concise 2-3-page document that will replace 
the ‘minutes’ published for previous 
meetings).  

Moreover, the practicalities (e.g. travel instructions, 
security information) are removed, and some 
sections are shortened.  

January 2021 

 

 
1 In 2017, the name of the group was changed from Nanomaterial Working group (NMWG) to 
Nanomaterials Expert Group (NMEG). The NMWG was originally created in 2012. 
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1. Mandate of the ECHA Nanomaterials Expert Group 
(NMEG) 

The following text is the mandate of the ECHA NanoMaterials Expert Group (NMEG) as 
adopted by CARACAL by written procedure (document CA/54/2020). 

The mandate of the NMEG is to provide informal and non-binding scientific and technical 
advice on questions related to nanomaterials2 or nanoforms3 of substances in the frame 
of the implementation of REACH, CLP, BPR, EUON4 and other issues of relevance to 
ECHA’s work5. For instance the NMEG can provide recommendations on complex 
(specific/generic) scientific issues related to the assessment of nanomaterials. 

The activity of the NMEG will not interfere with REACH, CLP or BPR formal regulatory 
processes. The NMEG improves the understanding of specific issues concerning 
nanomaterials/nanoforms of substances which leads to more informed and efficient 
discussions in ECHA Committees, i.e. Member State Committee (MSC), Committee for 
Risk Assessment (RAC), Committee for Socio-Economic Analysis (SEAC) and Biocidal 
Products Committee (BPC). This may hence improve Member State Competent 
Authorities’ (MSCA) capacity to evaluate nanomaterials and accelerate the decision-
making process relating to dossiers concerning nanomaterials.  

In order to ensure that the NMEG delivers the most efficient and effective support to 
decision making, a NMEG meeting will be organised only when 1) critical scientific issues 
or operational issues (individual cases from e.g. REACH or BPR) have been proposed by 
any of the NMEG members, and 2) robust documentation (clear, comprehensive and 
mature enough to allow a conclusive discussion) is provided. Dates for two meetings per 
year will be set, but they may be cancelled in case no specific scientific/operational issue 
is raised and ready for discussion. Moreover, the NMEG outcomes should be as precise 
as possible, and the connection between the NMEG, the MSCAs and ECHA Committees 
should be ensured.  

The mandate and functioning of the NMEG is reviewed at least every four years, with 
inputs from NMEG members, and may be revised by ECHA, and modifications proposed 
to CARACAL.  

2. Participation 

2.1. Members 
The NMEG consists of experts from EU Member State Competent Authorities (MSCAs), 
the European Commission (relevant DGs), ECHA, other relevant EU Agencies, and 
eligible Accredited Stakeholder Organisations (ASOs). 

Nominations for participation are requested through CARACAL.  

Participation to the NMEG is limited to one permanent expert nominated per MSCA, per 
European Commission service and per relevant EU Agency. These institutions may 
appoint auxiliary expert(s) to the permanent nominated expert member. The list of 
permanent and auxiliary experts nominated at the NMEG is published on ECHA website.  

Experts from industry and non-industry ASOs that fulfil the eligibility criteria defined in 
 

2 The term ‘nanomaterial’ is associated with the size and particle size distribution of a substance, 
according to the European Commission recommendation on the definition of nanomaterial 
2011/696/EU. 
3 The term nanoform is defined in accordance with section 2.4 of Annex VI of REACH 
2018/1881/EU.  
4 European Union Observatory for Nanomaterials 
5 the NMEG will in particular address questions on Substance identity, Data sharing and supply 
chain communication, Dossier and substance evaluation, Risk management dossiers for nanoforms 
of substances, Development of tests and assessment methods for nanoforms, Guidance. 
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the NMEG Procedure for admission of Observers may participate in the NMEG as 
Observers6. NMEG Observers are appointed for a minimum period of one year.  

A maximum of four nominated experts representing industry ASOs and four nominated 
experts representing non-industry ASOs may participate in the NMEG meetings.  

ECHA will reimburse the travel expenses of one permanent expert per MSCA and of up to 
four experts representing the non-industry ASOs.  

 

2.2. Supporting experts 
Requests for supporting experts can be made by a NMEG member informally to the 
functional e-mail box of the NMEG (nanomaterials@echa.europa.eu) at least 2 weeks 
before the meeting. The request must list the name, affiliation and contact details 
(email, phone) and the topics or agenda items to which the expert will contribute. 

The NMEG member having made the request must ensure that the supporting expert 
follows the instructions and work procedures of the NMEG, described in Sections 5, 6 
and 7 of this document. Prior to the meeting, the supporting expert also needs to sign 
the ‘Declaration of Confidentiality’. The link to the form is available in section 7.2. 

Supporting experts may be employees of chemicals companies registering under REACH 
or BPR. However, they are not expected to intervene in the NMEG meetings as 
representatives of registrants. Registrants should instead channel their contribution to 
the discussions of the NMEG through their industry association, e.g. CEFIC.  

  

3. Declaration of conflict of interest 

ECHA has a policy on the prevention and managing of potential conflicts of interest7,8 
which also applies to the NMEG.  

Permanent and auxiliary NMEG members nominated by MSCAs and by the EU 
Commission and other agencies are requested to complete and sign a declaration of 
interest9 and submit it to ECHA before attending their first meeting. This declaration is to 
be revised annually upon invitation by the NMEG secretariat. The declarations are 
published on ECHA’s website, together with the declaration of the ECHA NMEG Chair. 
Declarations of interest of members nominated by Accredited Stakeholder Organisations 
will not be requested as potential conflict of interest is considered obvious.  

Furthermore:  

− All participants of a NMEG meeting are asked at the beginning of the sessions to 
declare any potential conflicts of interest to the items on the agenda.  

− Industry representatives and supporting experts are expected to declare conflict 
of interest if they are employed by or providing consultancy services to a 
commercial entity placing on the market or using a substance on the agenda. 

− Independent of their affiliation, NMEG members and supporting experts receiving 
research funding from such commercial entities are requested to declare potential 
conflict of interest.  

 
6 ECHA may appoint permanent representatives at the meetings among the representatives of the NMEG ASOs 
who may then act as a contact point for the wider industry or non-industry group. 
7 ECHA Procedure: 
https://echa.europa.eu/documents/10162/13608/pro_0067_04_coi_management_en.pdf/c4082b12-5830-
4647-abf7-47c4a0879c86 
8 General: https://echa.europa.eu/about-us/the-way-we-work/procedures-and-policies/conflicts-of-interest 
9 Declaration of interest form: https://echa.europa.eu/documents/10162/13576/doi_commitment_form-
0039.docx/edfe0ee6-3bfb-047d-b516-107449a3a04b 

https://echa.europa.eu/documents/10162/13608/pro_0067_04_coi_management_en.pdf/c4082b12-5830-4647-abf7-47c4a0879c86
https://echa.europa.eu/documents/10162/13608/pro_0067_04_coi_management_en.pdf/c4082b12-5830-4647-abf7-47c4a0879c86
https://echa.europa.eu/about-us/the-way-we-work/procedures-and-policies/conflicts-of-interest
https://echa.europa.eu/documents/10162/13576/doi_commitment_form-0039.docx/edfe0ee6-3bfb-047d-b516-107449a3a04b
https://echa.europa.eu/documents/10162/13576/doi_commitment_form-0039.docx/edfe0ee6-3bfb-047d-b516-107449a3a04b
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− All participants are further requested to declare any conflicting interests that may 
arise from the private sphere, e.g. from investments in commercial entities 
dealing with a substance up for discussion.  

All declarations are recorded in the meeting minutes. 

When, on the basis of the above declarations, a potential conflict of interest is identified, 
the chair of the NMEG decides on possible mitigating measures, as defined in chapters 
3.2.2 and 3.2.3 of the ECHA procedure for Prevention and Management of potential 
Conflicts of Interest (PRO-0067.0410).  

 

4. Communication between the experts and ECHA 

4.1. S-CIRCABC 
S-CIRCABC is the platform to exchange documents such as general documentation 
(procedures, instructions, templates), organisation of meetings (NMEG working list, 
rolling plan, follow-up monitoring, etc.), specific meeting documents (agenda, 
presentations, background documents, minutes) and documents related to guidance and 
scientific development.  

Two interest groups have been created:  

− one specific to MSCAs and European Commission members (S-CIRCABC/ECHA -
Nanomaterials Expert Group (MSCA/COM)) 

− one specific to the Stakeholder members (S-CIRCABC/ECHA - Nanomaterials 
Expert Group (ASO/IND)).  

The documentation related to the NMEG meetings is stored by default on the S-CIRCABC 
ECHA-NMEG interest group. As a rule, confidential information11 is not disclosed to the 
stakeholders. 

 

4.2. NMEG functional e-mail box 
The functional e-mail box is mainly used for non-confidential communication between 
ECHA and NMEG members. It can be used for e.g. announcement and of invitation to 
meetings, workshops, travel documents, reminders, etc.  

 

5. Working Procedures 

5.1. Organisation of the meetings 

ECHA provides the chair for the meeting, develops the agenda in consultation with the 
NMEG members, and prepares and distributes the draft minutes for commenting.  

Proposals for agenda items may be submitted by all NMEG members.  

The meetings are usually held in open session. However, based on the confidentiality of 
the items for discussion, ECHA may decide to have closed sessions restricted to MSCAs, 
European Commission and EU Agencies (see section 6 for details). NMEG ASOs 
Observers have access to a non-confidential version of meeting documentation. 

Final minutes are adopted via written procedure or at the next NMEG meeting. The 
 

10 Prevention and Management of potential Conflicts of Interest:  
https://echa.europa.eu/documents/10162/13608/pro_0067_04_coi_management_en.pdf/c4082b12-5830-
4647-abf7-47c4a0879c86 
11 See section 7.3 

https://echa.europa.eu/documents/10162/13608/pro_0067_04_coi_management_en.pdf/c4082b12-5830-4647-abf7-47c4a0879c86
https://echa.europa.eu/documents/10162/13608/pro_0067_04_coi_management_en.pdf/c4082b12-5830-4647-abf7-47c4a0879c86
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minutes are uploaded on S-CIRCABC for NMEG members and distributed for information 
to the chairs of MSC, RAC and BPC.  

The adopted minutes of NMEG meetings are available on the NMEG webpage: 
(https://echa.europa.eu/regulations/nanomaterials/nanomaterials-expert-group).  

5.2. Reporting and timelines 

With the support of the MSCA representatives in the ECHA-NMEG, the ECHA secretariat 
shall report, when appropriate, on the work of the ECHA-NMEG to the MSC, RAC and 
BPC. 

The table in Annex 1 provides details of the main working procedures, i.e. reporting and 
timelines.  

The NMEG can also be consulted between the meetings via written procedure (open or 
closed). After the written procedure, a ‘response to comments’ (RCOM) is prepared and 
distributed to the NMEG, and/or it is explained directly at the NMEG meeting if/how the 
comments are taken on board. 

 

6. Assignment of Agenda Items to Open or Closed 
Sessions of Plenary Meetings of the NMEG 
6.1. The work steps 
ECHA and the proposing NMEG member(s) must ensure that the discussion items in a 
meeting or a written procedure are handled correctly in terms of confidentiality and must 
avoid interference with on-going decision making in a formal regulatory process.  

See Annex 2 for a detailed workflow.  

 

6.2. Key considerations on the need for Closed Sessions 
As a basic principle, all topics should be discussed in the Open Session in order to allow 
stakeholder input and transparency.  

ECHA will decide on whether a particular topic or substance should be discussed in the 
Open or Closed Session in consultation with the NMEG member proposing the agenda 
item. For items proposed for the Closed Session, the NMEG member proposing the item 
is requested to provide a reason in accordance with the justifications listed below. When 
it is not possible to discuss an item in Open Session, it is recommended to bring the 
generic issue raised by the case (without reference to case-specific details) to the Open 
Session.   

The NMEG member is responsible for ensuring that confidential business information is 
not presented in the Open Session. 

 

6.3. Selection of Closed or Open Sessions 
The Closed Session should be chosen if one or more of the following conditions apply.  

• Discussions need to involve confidential business information12 (CBI).  

It should be carefully considered whether recourse to CBI is indeed needed for 
discussion. 

 
12 Instructions are available in the document “Confidentiality aspects related to the use of Registration data for 

regulatory risk management purposes (version 3), Checklist of confidentiality aspects in using Registration 
data_10102013.pdf”, link available in Section 7.4 to this document. 

https://echa.europa.eu/regulations/nanomaterials/nanomaterials-expert-group
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It may however be considered whether a meaningful and effective discussion still 
would be possible if all aspects, except CBI, would be discussed in Open Session, 
and only the aspects requiring disclosure of CBI would be discussed in Closed 
Session. 

• The substance to be discussed is undergoing Substance Evaluation (CoRAP 
substances of the on-going year or under follow-up evaluation) and the 
party proposing the agenda item wishes to discuss on the basis of the draft 
substance evaluation report (as background document).  

The draft substance evaluation (SEv) report should not be made available to ASO 
representatives or the general public. 

However, in the NMEG, substance discussion should preferably take place in Open 
Session allowing the involvement of ASO representatives. This is possible if: 

o No confidential information is required to address the issue(s) up for 
discussion (also see above for further details). 

o An extract of the draft SEv report, covering the relevant non-
confidential background information is provided by the reporting 
party13 and shared with all NMEG members. 

OR 

o An extended presentation covering the relevant non-confidential 
background information is provided for discussion and shared with all 
NMEG members from both authorities and stakeholder organisations14. 
(In addition, the draft SEv report may be shared but only with Expert 
Group members representing EU or Member State authorities.) 

• Other cases where it is necessary to consider the Closed Session.   

E.g., a party proposing an agenda item has requested inclusion in the Closed 
Session with justification. 

In such cases, the ECHA chair will scrutinise and decide, in consultation with the 
proposing party, which session would be appropriate in the specific case.  

 

6.4. Cases which cannot be discussed by the NMEG 

NMEG discussion of cases should not interfere with the relevant formal decision making 
processes. Therefore, the following cases should never be discussed by the NMEG: 

o Draft decisions in the dossier and substance evaluation decision making 
processes after the referral to the MSCAs for proposals for amendment in 
accordance with REACH Articles 51 and 52.  

o Annex XV dossiers already submitted for identification of substances of very high 
concern or for imposing a restriction, or Annex VI dossiers submitted for 
harmonised classification and labelling.   

o A biocide assessment already submitted for peer review, unless advice is 
specifically requested by one of the relevant Working Groups or the BPC.15 

The NMEG mandate stipulates that the advice provided by the group to the party 
requesting such advice is of informal nature. Hence, any advice given or conclusion 

 
13 The evaluating MSCA may however share the draft SEv report with the registrant if this is deemed useful for 

discussion with the registrant and development of the report 
14 In this latter case the presentation introducing the case and the issues for discussion should be provided at 

the same deadline that applies for provision of case background documentation, i.e. at the latest two weeks 
before the meeting. 

15 Or unless justified and agreed with ECHA 
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drawn by the NMEG does therefore not pre-empt any formal decision to be made under a 
REACH, CLP or BPR process. Also the party that has requested advice from the NMEG is 
not bound to consider views expressed or conclusions drawn by the Group for further 
development or finalisation of their assessment. 

 

7. Distribution of information and documents, including 
confidentiality 
7.1. Distribution of information  
ECHA and the NMEG members should pay attention to the correct distribution of the 
information and documents. 

Members are allowed to share the non-confidential meeting documents to which they 
have been granted access via S-CIRCABC within their organisation. Accredited industry 
stakeholders are allowed to forward the information/documents, where not restricted, to 
the member affiliations which are directly involved in the work on a particular item. The 
documents should not be made public by the members, unless they are already publicly 
available on ECHA’s website or published elsewhere in a lawful manner. 

ASO members may report to their hierarchy/members in general terms about the 
discussions held at the meeting but shall respect the confidential nature of deliberations 
and views of individual members. Reports to media or to ASO’s own media channels 
shall respect the same conditions. 

Documents with the mention « for NMEG only » in the filename must not be distributed 
by ASO participants including in their own organisation. 

ECHA has provided a checklist of confidentiality aspects to support an appropriate 
handling of confidential information when using information from registration dossiers in 
the NMEG meeting documents (see further details in Section 7.4). 

Each NMEG member generating a meeting document is responsible for identifying pieces 
of confidential information and for handling them appropriately. 

The documents generated by MSCAs, ECHA or the European Commission containing 
confidential information need to be flagged in the file name as “CONF” or “confidential” 
and the confidential information in the document needs to be clearly pointed out, e.g. by 
red bold text as confidential.  

Confidential information is only distributed by ECHA, MSCAs and the European 
Commission among these parties. The platform for distributing confidential information is 
the S-CIRCABC MSCA/COM interest group of the NMEG. In no situation should 
confidential information be distributed via e-mail.  

 

7.2. Declaration of confidentiality  

All ECHA-NMEG members have to make a written declaration of confidentiality before 
their first meeting. In case a nominated member is replaced by another expert, the 
latter should also make a declaration of confidentiality (form available here). 

 

7.3. Handling personal data  
ECHA will process any personal data received in accordance with ECHA’s privacy rules. 
Please note that for transparency reasons the list of membership of the expert groups, 
and declarations of interest of the members shall be made public on the Agency’s 
website. 
 

https://echa.europa.eu/documents/10162/13576/doi_commitment_form-0108.docx/7a45303e-6b6b-e4ac-88d3-1a3a422247a9
http://echa.europa.eu/about-us/the-way-we-work/personal-data-protection
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7.4. Confidentiality aspects related to the use of Registration data 
for regulatory risk management purposes 
The following document should be consulted before starting hazard assessment of 
substances, in particular when registration data will be used: 

 

Checklist of 
confidentiality aspects
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Annex 1: Working procedures for the NMEG 
 

Task Who Deadline 

MEETING CYCLE TASKS 

Indicate to ECHA any changes to the rolling-plan (including new 
substances inserted in the NMEG working list, and/or other 
agenda items which are to be discussed). Indicate if discussion 
in the closed session is necessary, and if so, provide a 
justification (see Section 6).  

Experts 
12 weeks 
before each 
meeting 

  Confirmation of upcoming meeting ECHA 
10 weeks 
before each 
meeting 

ECHA to scrutinise the discussion items indicated for discussion 
at the upcoming meeting and allocate to sessions. The rolling 
plan is updated accordingly and uploaded to S-CIRCABC. An 
email is sent to inform NMEG members  

ECHA 8 weeks before 
each meeting 

Send the invitation of the upcoming meeting with the draft 
agenda  ECHA 5 weeks before 

each meeting 

If comments are requested before the NMEG meeting, upload on 
S-CIRCABC the background document(s) to be commented on. 

Experts & 
ECHA 

At least 3 
weeks before 
each meeting.  

For draft minutes to be adopted in plenary: 

- Revise the draft minutes of latest meeting based on comments 
received and upload to S-CIRCABC. These minutes are to be 
adopted in the subsequent meeting. 

- Upload meeting documents of current meeting (updated draft 
agenda, Tour de Table document, rolling agenda, factsheets, 
background documents, presentations). 

ECHA 
At least 2 
weeks before 
each meeting. 

ECHA to update the agenda before the meeting with the list of 
documents received for each substance or item. ECHA to 
change the filenames of the meeting documents in S-CIRCABC 
to correspond with the agenda item.  

ECHA 
4 working days 
before each 
meeting 

If factsheets/other background documents are submitted later 
than 2 weeks before the meeting, need for written procedure is 
to be decided at the meeting. 

All At the meeting 

In situations where an updated version of any meeting 
document is brought to a meeting, it is the responsibility of the 
document owner to upload the latest version to S-CIRCABC.  

Expert At the meeting 

If needed, upload new or updated meeting documents to S-
CIRCABC ECHA  1 day after each 

meeting  

Distribute summary report.  ECHA 
Max. 3 days 
after each 
meeting 

Members to provide feedback comments, if necessary, on the 
summary report from the meeting within 5 working days.  

Experts (if 
necessary) 

5 days after 
receipt of the 
summary 
report. 

- Distribute adopted minutes of the previous meeting to all 
members, by upload them on S-CIRCABC.  

- Request to upload on NMEG webpage several documents of 
the current meeting: 

ECHA 
1 to 2 weeks 
after each 
meeting 
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a) agreed summary report  

b) tour de table and  

c) final agenda. 

- Publish a short news item on EUON (with link to relevant 
documents on NMEG webpage). 

Distribute draft minutes of meeting, by uploading them on S-
CIRCABC ECHA 4 weeks after 

each meeting 

Provide comments to the draft minutes  Experts 
4 weeks after 
receipt of draft 
minutes. 

For draft minutes to be adopted in written procedure:  

Revise the draft minutes based on comments and distribute 
them. 

ECHA 

 

2 weeks after 
receiving the 
comments 

For draft minutes to be adopted in written procedure: experts 
have an opportunity to react on the revised draft minutes 

-> if no reactions or only editorial changes -> minutes are 
adopted 

-> if significant further comments -> a second revision step is 
initiated by ECHA and the revised draft minutes are distributed 
to the members within two weeks, after which members have 
one week time to react to the revisions.   

Experts / 
ECHA 

1 week 

Experts to check confidential aspects of the draft minutes and 
flag them to ECHA. 

Experts to inform ECHA if they have an objection to have their 
names and organisations disclosed in future Access To 
Document (ATD) requests. Objection to this should be indicated 
per e-mail and at the latest by the adoption of the minutes. 

Experts 

Before the 
adoption of the 
minutes (See 
Section 7.3 – 
Handling 
personal data in 
case of ATD 
request) 

The adopted NMEG minutes (open and closed) will be shared 
with all members of the NMEG (including stakeholders).  

The adopted NMEG meeting minutes can be shared with the 
members of ECHA Committees. The substance specific section 
of the adopted minutes can be shared with the members of the 
Biocide Working Groups representing the MSCAs when the 
particular substance is discussed in the Biocide Working Group. 
The NMEG  Secretariat will specify which part of the substance 
specific section of the adopted minutes may be shared with a 
given applicant. 

ECHA  

The experts being Rapporteurs of a substance should indicate as 
a follow-up action to ECHA if they have changed the conclusion 
in factsheet compared to what was agreed/discussed on the 
substance. ECHA launches a written procedure for these cases 
or they go, if deemed necessary by the respective expert, to the 
agenda of one of the future meetings.  

Experts After revising 
the assessment  

ECHA may arrange Internet platform (audio- or video) meetings 
between each NMEG meeting in order to tackle any urgent 
issues and reduce time pressure of meetings. 

ECHA Between NMEG 
meetings 

Members to flag to ECHA during written procedures if there is 
need of remote or physical meeting (e.g. on controversial issues 
or issues of general importance). 

All During written 
procedures 

ONE-OFF AND ONCE A YEAR TASKS 

Ask for permission to publish participants name in the NMEG ECHA to a 
new 

Immediately 
after the 
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participants list on ECHA website. nominee nomination 

All participants sign a declaration of confidentiality. 
Experts at 
request of 
ECHA 

Before the first 
meeting of the 
participant (see 
Section 7.2 - 
Declaration of 
confidentiality) 

All participants fill in once a year the form for declaration of 
conflict of interest. 

Experts at 
request of 
ECHA 

Once a year 
(see Section 3 – 
Declaration of 
conflict of 
interest) 

Follow-up monitoring  ECHA and 
Experts 

For the last 
meeting of each 
year 

Generate the annual rolling-plan. 

 
ECHA and 
Experts 

Start the 
drafting after 
the publication 
of the Draft 
CoRAP and 
finalise in 
January after 
the comments 
of the members  

ECHA to provide the updated NMEG working list to the 
MSCA/COM experts ECHA Once a year in 

January  

A MS expert may submit a draft final factsheet for non-CoRAP 
substances after the case has been finalised. The factsheet will 
be subject to final written procedure. After addressing the 
comments, the MS expert will distribute the draft final 
factsheets via S-CIRCABC.  
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Annex 2: Work steps of the NMEG for allocating 
substances16 to the closed or the open session of plenary 
meetings 
 
 
 
 
 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
16 The word ‘substance’ may be replaced by ‘discussion item’. 
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Confidentiality aspects related to the use of Registration 


data for regulatory risk management purposes (version 3) 


1. Introduction and scope 


The purpose of this document is to list general confidentiality aspects of registration 


dossiers and to propose issues to check when generating documents for which information 


from REACH registration dossiers1 is used. Such documents may for instance comprise 


reports for regulatory purposes (e.g. Annex XV reports by Member State Competent 


Authorities or by ECHA at the request of the Commission), assessment documents of Expert 


Groups (e.g. of the PBT Expert Group), meeting documents of ECHA Committees and Expert 


Groups, etc. 


In general, it is always the responsibility of the party generating the document to pursue 


the maximum possible transparency but simultaneously to identify and indicate the 


confidentiality status of the information therein. 


This document does not take into account any intellectual property right –issues, which 


also may have to be addressed by an assessing party. 


2. Confidentiality status 


In general, information in REACH registration dossiers and CSRs can be divided into several 


groups regarding their level of confidentiality: 


1. Information which is non-confidential. This status can be identified in following 


ways: 


a. Non-confidential information of the dossier is shown after using the IUCLID 


dissemination plug-in or published on the ECHA website of registered 


substances: http://echa.europa.eu/web/guest/information-on-


chemicals/registered-substances. For future changes in dissemination, see 


ECHA Q&A Dissemination and confidentiality claims of Safety Datasheet 


information in IUCLID 5.4. 


b. Information, which is not disseminated but which has been assessed on case-


by-case basis by the party generating the document to be clearly non-


confidential. See examples in section 3. 


2. Information which is always confidential (in the scope of the REACH Regulation) 


regardless of confidentiality claims. Such information (in the dossier and CSR) 


comprises the exact volume, manufacturing process, location and number of sites of 


a registrant, any information specific to the conditions of a certain registrant (see 


                                           
1 In addition to the registration data also other REACH and CLP data may be used, in particular 


Downstream user reports, substances in articles notification and C&L notifications. Some of the 


examples for identification of confidential information referred to in this document also apply to the 


use of this other data insofar they relate to the same information. However, it is to be noted that it is 


not compulsory for registrants to include confidentiality claims in these dossiers (as their full 


dissemination is not foreseen), therefore any rule that relies on checking whether confidentiality has 


been claimed does not apply for these dossiers.  
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section 3), precise use and technical function of a substance. See also Article 118(2) 


for legislative presumptions as to which information is normally deemed as 


confidential. 


3. Information which is claimed confidential by a registrant. The claim has been 


flagged in the specific dossier field(s) (see attachment). This information is not 


disseminated (as shown by IUCLID dissemination plug-in). 


4. Information which is possibly confidential. This is the remaining part of the 


information which is not disseminated although not claimed as confidential and not 


belonging to the groups 1-3 above. 


3. Checklist and examples for identification of confidentiality status 
of specific registration dossier/CSR content types  


General 


1. If the confidentiality status of a certain piece of information is not clear, it may be 


useful to check whether this information can be found in a public source such as the 


webpage of the registrant or the consortium or in a publicly available safety data 


sheet. In such case the information –when kept in the same context- is non-


confidential. 


2. Please, note that confidentiality may be affected by the context in which the 


information is used, i.e. on ECHA’s dissemination website the information from the 


dossier will be displayed aggregated by Joint Submission. Hence, the reader will for 


example not know that registrant X has use Y. This link may in turn have been 


claimed by the registrant X confidential, even though the fact that registrant X 


registered the substance is not. The confidentiality of the use Y for registrant X 


would only become visible while checking the flags in the specific dossier of the 


registrant X or by running dissemination plug-in on this dossier. 


3. A CSR may contain more information than what is reported in the IUCLID dossier. 


Please consider that information taken from the CSR might be confidential. In such 


case, please check if the corresponding information is disseminated under the 


respective endpoints on ECHA’s dissemination website (all information that can be 


classified as “results” will always be made publicly available). If the information is 


not available on the dissemination website, checking if the related IUCLID entries are 


claimed confidential in the registration dossier can also give an indication on the 


sensitivity of the endpoint data. However, care needs to be taken with information 


contained in IUCLID fields that are never disseminated by ECHA (marked with “N” in 


Data Submission Manual Part 15 – Dissemination D), as registrants would not expect 


these fields to be published and may not “preventively” mark them confidential. If 


you are not sure that this information is public, such information should be included 


in a confidential annex. 


Registrant’s name, registration number, number of registrants  


4. Registrants’ names and registration numbers are disseminated on ECHA’s website, 


unless claimed confidential (via initial submission or updated submission). 


Consequently, inclusion of a registrant’s name in a non-confidential document can 
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take place if the name has been disseminated on ECHA’s website. 


5. The number of registrants for a substance is non-confidential information. Such 


information can be found indirectly via ECHA’s dissemination website. However, it 


should be kept in mind that the number of registrants in a specific context, e.g. per 


use, has to be handled with care. 


Identity of the substance, test material identity 


6. Please, use, if possible, as substance identity information the information provided 


by the IUCLID dissemination tool/ECHA’s website on registered substances in dossier 


chapter 1. This will be (in priority order) the EINECS name, if available; the IUPAC 


name provided by the Joint Submission lead, if not claimed confidential; or the public 


name provided by the Joint Submission lead. 


7. Names of non-hazardous impurities and additives, and names and concentrations of 


all constituents should be handled as possibly confidential information, if relevant for 


the document to be generated.  


8. Identity of hazardous impurities, hazardous additives and degree of purity, if 


relevant for classification, are non-confidential information, unless claimed 


confidential by registrant. 


9. Please, consider that despite a confidentiality flag in chapter 1.2 of IUCLID it may 


still be possible to create a non-confidential version of the assessment and to 


describe the precise identity of the constituent/impurity separately in a confidential 


annex. 


10. All test material information provided in the IUCLID field “confidential details of test 


material” should be discussed in a confidential annex, if relevant for the document. 


Information on volume, manufacture, uses and exposure 


11. If there are at least more than three 3 registrants the volume information can be 


included into the main document in the form of total volume of all registrants, not 


including the volume from registrants who have registered only for intermediate use.   


If none of the registrants has claimed their tonnage confidential2, total volume can 


be expressed in the form of the following tonnage bands: 


a.  <1 t,  


b. 1 – 10 t 


c. 10 – 100 t 


d. 100 - 1 000 t 


                                           
2 What needs to be checked is whether the tonnage band (in the dossier header) has been claimed 


confidential. 
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e. 1 000 - 10 000 t 


f. 10 000 - 100 000 t 


g. 1 000 000 – 10 000 000 t etc 


12. If there are registrants who have claimed their tonnage confidential2, in the non-


confidential part of the document the corresponding tonnage should not be 


calculated into the total, and only the lower limit of the tonnage band should be 


indicated: e.g. >1 t; >10 t; >100 t, >1 000 t; >10 000 t: etc. Tonnage bands that 


include the tonnages claimed confidential can only be included in a confidential 


annex. In case the reported tonnage information relates to less than 3 registrants, 


the tonnage band information should in all cases be included into a confidential 


annex (if relevant for the document to be generated)3. Additionally, in this case, a 


reference in the main document such as the substance has a “high market volume” 


or “low market volume” are not appropriate but also this information is considered as 


potentially confidential. However, information on market volume taken from a public 


source (e.g., internet) can be described in the assessment document as non-


confidential information. 


13. As there is no requirement to make confidentiality claims on the tonnage contained 


in intermediate dossiers, tonnage information from registration dossiers with 


intermediate use only should be considered as potentially confidential. 


14. Fraction of a specific use of the aggregated volume is confidential information, if 


retrieved from the registration dossiers. 


15. Description of the manufacturing process, as provided in the registration dossier, is 


always considered as confidential and should hence be provided only if it is relevant 


for the purpose of the document. In such a case, the description should be included 


into a confidential annex. If a similar description can be found via a public source 


(e.g., internet), the manufacturing process, as provided by that source, can be 


described in the assessment document as non-confidential information. 


16. Technical function of the substance as stated in the registration dossiers should 
generally not be included in the main document. If the information is relevant for the 


purpose of the document, this description should be included in a confidential annex 


–unless the function is well known in the public and hence described by public 


sources.  


17. Any site specific information, such as measured or calculated exposure levels specific 


to manufacturing and/or use sites of a registrant, site specific exposure and 


operational conditions, site specific RMMs and site specific RCRs (if derived) of a 


registrant should be considered as confidential. Nevertheless, it may be possible to 


present at least the RCRs in a generalized way such as “RCR<1”, “RCR>1” or “RCR 


close to 1”. It is noted, that the link to a registrant concerned should not be 


disclosed in connection of such generalized RCR -values. 


18. Article 118(2) deems the “precise use” as always confidential. However, there is no 


                                           
3 Unless this information has been disseminated at ECHA’s website 
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clear definition for “precise use”. In general, use descriptions as provided in section 


3.5 of IUCLID are disseminated and can be considered as not confidential -unless 


claimed confidential. More detailed descriptions of uses contained, e.g., in CSR are 


possibly confidential unless these descriptions can also be found in public sources 


such as webpage of the registrant or in a publicly available safety data sheet. 


 


19. Exposure levels and exposure conditions, operational conditions, RMMs and RCRs 
included in a CSR submitted commonly in a Joint Submission are potentially 


confidential information. This information was on one hand already shared among 


the registrants of the SIEF in question but there may be other parties, which may 


not be wished to get insight into these parts of the common CSR. 


Further information  


20. References such as: authors of non-published studies should always be treated as 
confidential. 


21. Discussions in the CSR, for example, additional details on justifications for waiving 


should be treated as confidential. 


Trade marks/brand names 


22. The use of trade marks/brand names under which certain substances are marketed 


should be avoided, unless there is a real need or justification why they should appear 


in the main document instead of a substance’s name. In some cases it could be seen 


as a misuse of trade marks/use without owner’s prior authorisation. In other cases it 


might be seen as advertising/endorsement of certain companies and their brands 


(e.g. if they are reported as potential alternatives to a hazardous substance). There 


have been cases where ECHA has in the past received requests from concerned third 


parties to remove from ECHA’s documents trade marks under which substances are 


marketed. 


 


4. Proposal for handling information and documents 


Member States are encouraged to consult registrants in order to clarify potential doubts 


regarding the confidentiality of data. As a general rule and in absence of confirmation by 


registrant, any doubt regarding the confidentiality of a data shall imply that this data should 


be treated as confidential. In addition, information flagged as confidential by registrants 


shall be treated as such by the Member States even if they have considered the confidential 


flag as unjustified.   


Generally, documents containing confidential information are proposed to consist of: 


• a main document, which contains “non-confidential” information as defined in 


section 2. 


• a confidential annex (if needed), where “confidential” and “possibly confidential” 


information as defined in section 2 is included. A confidential annex is recommended 


to be flagged in its filename and header as confidential. The amount of information in 


the confidential annex is proposed to be kept to the minimum required. It is also 


proposed to flag as clearly as possible each specific information item having status 
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“confidential” or “possibly confidential”. 


Distribution of confidential annexes shall be limited to parties which, according to the 


REACH Regulation, need to have access to confidential registration information to carry out 


their tasks under REACH or other appropriate EU legislation (e.g. representatives of the 


Commission and representatives of Member States’ Competent Authorities if these 


organisations have been granted direct access to REACH-IT; members of ECHA’s 


Committees – excluding observers). Access to confidential information shall be granted only 


on a strict “need to know” basis.   


 Discussions for which it is crucial to include information or documents flagged as 


“confidential” or “possibly confidential” must be held in a closed session of a meeting. (e.g., 


closed session of the PBT Expert Group).  


Confidential information may also be blackened or cut out of a document (e.g. a CSR). In 


such case, the document is non-confidential and can be used for discussion in an open 


session of a meeting. 


Disclaimer:  


These guidelines are based on ECHA’s current best practice and may be subject to change. 


Equally, the recommendations do not constitute a legally binding interpretation of the 


respective provisions governing confidentiality under the REACH Regulation. The 


determination of whether or not certain information can be considered as confidential can 


only be decided with certainty after an in-depth case-by-case assessment has been carried 


out, taking into account the applicable laws and the definitions of confidential information 


established by the European Court of Justice. 
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Attachment: 


All three flags shown in the pick list can be used by a registrant to claim an information item 


confidential (no public dissemination). 


 


 





