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Introduction

Aim of the document

This document explains how to complete the IUCLID 5 dossier header information to
ensure that a dossier can be accepted by REACH-IT during the submission process.
Dossiers submitted to REACH-IT undergo some basic checks before being accepted for
further processing. These checks are carried out for the following reason:

0] the dossier is in the correct format (i.e. it is a genuine IUCLID 5 dossier) and
does not contain a virus;

(ii) the information in the ‘dossier header?!’ is sufficient to allow the dossier to be
processed correctly.

The information related to point (ii) can be complex and if incomplete or incorrect can
result in dossiers not being accepted for further processing. For example, it might be
unclear whether the dossier is intended as an update of a previous registration due to a
tonnage band increase, or an update due to a request for further information after a first
completeness check under Article 20 of REACH.

Because it is critical that ECHA clearly understands both type of dossiers and the
specific circumstances behind the submission, REACH-IT will not process the dossier if
this information is unclear and/or incorrect.

The present document is divided in two different parts:

» the first one describes the initial processing steps of dossiers submitted to ECHA
in order to determine whether further processing can take place;

» the second one gives detailed explanations on how to prepare an appropriate
dossier header.

IUCLID 5 Dossier Header

As already mentioned, the dossier header has a significant impact:
- on the processing of the dossier
- on the calculation of fees and preparation of the invoice.

During the IUCLID 5 dossier creation procedure?, the dossier creation wizard requests
the user to “Enter additional administrative information concerning your dossier” in the 6"

1 The dossier header of a IUCLID 5 dossier congistaformation used for administrative purposes and
completed by the applicant when preparing his @éogsdm the substance data set.

2 To create a dossier in IUCLID 5, you should sfesm the IUCLID 5 substance dataset, select the
template corresponding to your submission (for REACH Registration 10 - 100 tonnes, REACH

PPORD, ...), follow the dossier creation wizard guiebeport the dossier and save it in on your PC
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step3. This information will then be contained in what is called the “IUCLID 5 dossier
header”.

The dossier header is the part of the dossier that reports information fundamental to
pass the administrative/technical verification and on which a part of the fee calculation is

based. Here below an example (Figure ) of how a dossier header appears once the
dossier is created.

Figure 1: Dossier header in IUCLID 5
" IUCLID 5

Eile  Edit Go window Help  Plugins
Cof HE| &

-
=

= rCDmponems |

“ | Dossier header I

Dossier template

Mame |REL\CH Registration 10 - 100 tonnes |

- TESTCAEMICAl F YEST FETETENT

[ Versian |2007-03-19
m testreference substance f/ S0-21
4 EUROPEAN COMMISSION - Europ Mame {given by uzerd |test for ECHA sumission |

A8 MadeSystems [/ Helsinki / Finland
AF test 1/ Dortmund f Germany N - e

: K i QILE | .+ testchemical f test reference substance / 50-21-5 [ test_2 / helsinki / Finland
M test_2 f helsinki / Finland

Dossier subject

FUmIT N Rgal Al | “§fl EUROPEAN COMMISSION - European Chemicals Bureau f vy / aly

Dossier creation dateftime |2EIUS—UG—19 10:07:23 EEST

Dossier submission remark | gossier submitted to ECHA

used in category

Type of submission

For general guidance on dossier creation, refer to the IUCLID 5 User

manual.pdf, section C.6 “Creating a dossier” and section D.8.2 “Creating
dossiers”.

In the following pages, a detailed guide on how to fill in properly the information

requested during the 6" step# of the dossier creation wizard is given. The screen at this
step is divided in four parts (Figure 2).

3 For dossier creation containing a category, thevizard step is related to the dossier header.
4 For dossier creation containing a category, theiizard step is related to the dossier header,



Figure 2: Four parts of the fourth step

and remarks
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g 1 :;:> 1) Dossier submission name
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proposal. confidentiality.
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e

; For the creation of a dossier, different from a registration (PPORD notification,
C&L notification, notification of substance in article, inquiry...) a reduced set of
information is needed to prepare a proper dossier header.

For registrations, to compile the IUCLID 5 dossier before the submission to ECHA, you
should complete the information related to the four parts described above. However,
unless the dossier is an update, no information on submission update should be
reported (see chapter 1.2).

1.1 Dossier submission name and remarks (dossier he  ader
part 1)

The first part allows to specify the name of the dossier (Figure 3) as well as any
additional information the registrant wants to point out.

Figure 3: Specifying the name of the dossier
mDussier creation wizand rz

Enter additional adminiztrative information concerning your dossier
Dosszier template: REACH Registration 10 - 100 tonnes ﬁ

Mam e {given by user) |Registration of substance A %, |

Dossier submizsion remark | The dossier covers bothe the use of A& used as intermediates under strictly controlled conditions and use
d as non intermediate.




1.2

Submission update information (dossier header p art 2)

It is important to identify whether the dossier should be submitted as an update of a
previous dossier or not. Please note the following:

if the dossier is submitted as an update although it is not, then it cannot be
processed by REACH-IT and the “Submission failure/submission rule
violation " message is sent to your REACH-IT inbox;

if the dossier is not submitted as an update although it should have been, the
fees will not be correct and this could lead to administrative problems later in the

process.

The following situations are the only situations where the submission should be
considered as an update:

1.

0
4

A registration dossier has been sent before for the same substance, but,
although it passed the initial rule verification steps in REACH-IT, the registration
was considered as incomplete by the ECHA during completeness check. The
submission of an updated dossier in this case is meant to fulfil the request for
further information made by the Agency within a set deadline. Under these
circumstances: the last submission number (i.e. the one attributed to the dossier

which resulted in the request for further information) must be reported in the
“Last submission number” field; the checkbox “Further to a request/decision from
regulatory body” in IUCLID must be selected (Figure 4), and the communication
number indicated in the request for further information must be entered in the
adjacent “Decision number” field in IUCLID (Figure 4).

This only applies to submissions which were considered incomplete by the
Agency during the completeness check and which resulted in a letter entitled
‘Request for further information on your registration under Regulation (EC) No.
1907/2006'. If you receive a ‘Communication on your submission’ you should
follow the instructions in Section 2.1.

Figure 4: IUCLID screen with reason for updating

Reaszon for updating

Further to a request/decision from regulatory body

¥ & o
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Decizion humber |xxx—x—xxxxxxxxxx—xx—xx;x |

Remarks | |




2. The substance is a notified substance under Directive 67/548/EEC (considered

as being registered under REACH). Before proceeding, you should claim the

registration number following the information given in ECHA web site related to

the NONSs (http://echa.europa.eu/reachit/nons_en.asp). If the claim is successful,

you will receive in your REACH-IT mailbox both the Registration number and the

Submission number (Figure 5).

Figure 5: Example of the REACH-IT message in case o f successful claim of submission and
registration number related to NONs

“ou have claimed 1

Motification number:
EC Mumber: Jd-

1 successtully claim

oo

registration number(s) in relation to:

-Gy BE - B0

.

ed submission and registration number(s);

SLDITISSI0T MUMDIET, Se——- o
Registration NUmber: S-S o - porme
EQISUanon Date.

Download submission repart

In order to update

your dossier, you should proceed as follows (Figure 6):

The registration number received should be reported in section 1.3 of
the IUCLID 5 dossier.

In the dossier header you should indicate, in the “Last submission
number” field, the Submission number as indicated in the
“Registration number successfully claimed” message.

Select the checkbox "Spontaneous update” and specify the reason for
the update by selecting it from the drop down list in the “Justification”
field().

Figure 6: How to update in IUCLID 5 dossier a previ ous NONs after the claiming (via
REACH-IT) of the submission and registration number s

Type of submission

Submission update

Is the submission an update?

Laszt submission number |AADD-’-1><><><-DD 4 |

Reason for updating

|:| Furtherto a request/decision from regulatory body

| :

Spontaneous update
¥ A&
change of tonhage band = ae | M

Justification |change of tohnage band ‘ ||V|| i |

Remarks |the change of tonnage........ | . |

3. The substance was previously registered by your company under REACH. In this

case the submission number of the last complete dossier submitted for this
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substance should be reported in the “Last submission number” field and the

registration number should be indicated in the section 1.3 of the IUCLID 5

dossier. It should also be reported whether the update is an update made on

“request from regulatory body” (for example when an update should be submitted

following an ECHA completeness check communication or an ECHA compliance

check communication) or whether it is a spontaneous update.

a. In case of an update made on request of a regulatory body, the checkbox

“Further to a request/decision from regulatory body” must be selected and

the communication number in the request letter must be entered in the

adjacent “Decision number” field (Figure 7.

Figure 7: Reason for updating - Further to areques  t/decision from regulatory body

Reason for updating

Further to a requestfdecision from regulatory body

¥ AR @

B B T T e e e e = L I 4

Decision numher|xxx-x—xxxxxxxxxx—xx—xxfx |

Remarks | |

b. In case of spontaneous update, the checkbox “spontaneous update”

should be selected (Figure § and the reason for the update should be

chosen from the drop down list in the “justification” field (Figure 8). The

drop down list is reporting the following update reasons:

change in company identity

change in company role in the supply chain

change in composition of the substance

change of tonnage band

new identified uses

new uses advised against

new knowledge of the risks for human health and /or environment
change in the classification and labelling

new or update of CSR or guidance on safe use

new testing proposal

change in the access granted to information

prolongation of exemption period for PPORD

new uses outside the supplier's conditions (DU obligations)
change in exemption (DU obligations)



If for example your company needs to inform ECHA of a change in the
annual quantity manufactured or imported, you should select from the
drop down list the “change of tonnage band” (Figure §.

Figure 8: Reason for updating — spontaneous update

Reason for updating

D Furtherto a requestfdecision from regulatory body

Spontaneous update

»

¥ A/ o

change of tonnage band ® 3| X

Justification |change of tonnage band 4 ||v|| ; |

Remarks |t0nnage band i from the one indicated in the .. . |

Note: If the reason of the spontaneous update is not listed in the drop down list (for
example in case of manufacture cease), the entry “other:” should be selected and the
information should be indicated in the adjacent field (Figure 9).

Figure 9: Reason for updating —spontaneous update (  other justification)

Reason for updating

|:| Furtherto a requestfdecision from regulatary body

| ¥ i
Spantaneous update

¥ R

othericease manufacture ® & 3o X

Justification |other: % ||V||cease manufacture™ |

Remarks |the manufacture cease was ... . |

Finally if you need to indicate more than one reason for updating your dossier, you
should add more than one repeatable block (Figure 10).

Figure 10: Several reasons for updating — spontaneo  us update

Reason for updating

|:| Further to a request/decision from regulatory body

| ¥ 2 &
Spontaneous update
¥ & 4
change of tonnage band ® v 3h | X
Justification |change of tonnage band “VH . |
Remarks |changa indicating the change.... |
change in company role in the supply chain &+ h| X
Justification |changem company role in the supply “VH . |
Remarks |ta><t indicating the change... |




Where the dossier is an update, it should be identified by all of the following information.
Otherwise ECHA will not be able to process the dossier:

- ticking the box “is the submission an update”;

- including the “last submission number” (the number to be given depends on the
circumstances described in the preceding paragraphs);

- completing the “reason for updating” field.

For more information on different types of registration dossiers and the related
requirements, refer to the “Guidance on registration” - section 9 (guidance on
update of dossier).

-]

1.3 Specific information related to the dossier (do  ssier header
section part 3)

This part of the dossier header allows to give general information on the IUCLID 5
dossier submitted. As a general rule when one of the boxes of the block “registration
dossier specific information” (review by an assessor, testing proposals, confidentiality
request, fee waiving...) is ticked, the associated free text field below the box should be
filled in (example in Figure 1.

Figure 11: Registration dossier specific informatio n

Registration dossier specific information

[] Review by an assessor

Remarks

Document . ||§|

[] Testing proposal{s) included

Endpoint concerned

|:| Confidentiality request |:| Specific request on tonnage band

Justification

[] Data sharing issues

Justification

[] Opt out from joint submission

Justification

|:| Feewaiving 1-10 tonnes, complete dossier

Justification

Some of the information reported in this block directly influences the fee calculation (in
bold in the list below - see Annex 1 for more information). Other information provides a
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quick overview on the data/ information present in the particular dossier. The specific
information reported in this part of the dossier header is whether the:

¢ the dossier has been reviewed by an assessor
» testing proposals are included

« confidentiality request is made in the dossier

« there is an issue regarding data sharing

« there is an opt out from a joint submission

e there is a request of fee waiving

In details, the registration specific information that might/should be reported is:
- Reviewed by an assessor: by ticking the checkbox “Review by an assessor” the
registrant declares that the dossier has been reviewed by an assessor having an
appropriate experience (in accordance to Art 10 (a) (viii)). A document can also be
attached if necessary (Figure 12).

Figure 12: Tick box — review by an assessor

Review by an assessor

Remarks |1he infomation on the manufacture and uses of the substance has been
revieved by Dr....|

Document ||Q‘>__.|

- Testing proposal included: by ticking the checkbox “Testing proposal included”
the registrant declares that at least one testing proposal is present in the endpoint
section of the dossier submitted. It should be stated in the “endpoint concerned”
text box, which endpoint(s) is (are) concerned in the dossier (Figure 13.

Figure 13: Tick box — testing proposal(s) included

Testing proposal{s) included

Endpoint concerned |- 5 3 7 Bioaccumulation: terrestrial
-5.4.1 Ad=zarpition f dezorption

- Confidentiality request: the confidentiality request in the dossier header shall be
used only to indicate the following cases:

1) Confidentiality request on the tonnage band

If the registrant wants to keep the tonnage band for which he registers a
confidential information, the checkbox “Specific request on tonnage band” in
the dossier header should be selected, as this is the only way to request the
confidentiality flag. A justification should be provided (Figure 14).
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Figure 14: Confidentially request on the tonnage ba  nd

Confidentiality request Lpecific request on tonnage band

Justification |3 specific request on tonnage band is asked because....

The confidentiality flag in section 3.2 of IUCLID 5 cannot be used to request
$ confidentiality for your tonnage band, because that section relates to the actual
tonnage (always confidential information).

2) Confidentiality requests which cannot be made in the detailed sections of
the IUCLID dossier.

A registrant can request that information that is submitted to the Agency
according to Art. 10 of the REACH regulation is not published on the internet
because publication could be harmful for his or any other concerned party’s
commercial interests.

Note: Further information on confidentiality requests can be found in Annex 1
Some of these confidentiality requests cannot be made in the detailed
sections of the IUCLID dossier, and so the dossier header must be used as
follows.

Parts of IUCLID 5 dossier sections 3.5 and 3.6 fall under the Art. 119(2)(d) of
the REACH Regulation, and thus, are subject to a confidentiality request and
payment of fee. The current version of IUCLID 5 does not offer the possibility
to claim confidentiality directly in these sections. Art. 119(2)(d) refers to
information contained in the safety data sheet, that is not already published
by ECHA according to Art. 119(1). The following information falls into this
category:

3.5 Identified uses and exposure scenarios: Main use category and

Specification for industrial and professional use
3.6 Uses advised against

Consequently, if confidentiality is claimed on information reported in sections
3.5 and/or 3.6 of IUCLID 5, the checkbox “Confidentiality request” should be
selected and a justification for those requests should be provided in the
“Justification” field” (Figure 15.

Figure 15: Confidentiality for IUCLID section 3.5a nd 3.6

Confidentiality request |:| Specific request on tonnage band

ustification |canfidentiality is claimed for the information submitted in section 3.6 of
this dossier. The justification |

All other confidentiality requests shall be made in the foreseen places in the
* technical dossier (see Data Submission Manual 5).

- Data sharing issues: if during the data sharing process, any issue arises in
obtaining information/ data (after a regular inquiry to ECHA) from the data owner,
the registrant can indicate the problem in this section. A justification should also be
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made available and, if available, the ECHA decision number on this particular
situation (Figure 16.

Figure 16: Indicating a data sharing issue in [IUCLI D

Data sharing issues

Justification |35 no agreement on data sharing related for the relevant study ..available
inthe SIEF. A communication to ECHA was made to ... and the following
ECHA decison ... was taken|

- Opt out from a joint submission: if the registrant is part of a joint submission and
wants to opt out (according to Article 11(3) of the REACH Regulation) by
submitting separately information, which should normally be submitted jointly, he
should select the checkbox “Opt out from joint submission”. A justification should
be provided, indicating also in which section of the dossier, the opt-out is requested
(Figure 17.

The eventual opt-in for confidentiality claim can be indicated during the
' submission of the joint Member submission dossier. For more information re.
Joint submission, refer to IUM- Part 7 (Joint submission) on ECHA website.

Figure 17: Indicating opt out in IUCLID

Opt out from joint submission

Justification |opt qut for the following endpoints:
- 5.2.1 biodegradation in water ...
- 5.3.1 bioaccumulatian

- Request of fee waiving: In case a registration is made for a tonnage below 10
tonnes, an exemption of the fee can be requested if all information required by
Annex VII of REACH is provided in accordance with Art 3(1) and 4(1) of the Fee
Regulation (EC 340/2008). In this case the checkbox “Fee waiving 1-10 tonnes,
complete dossier” should be selected and a justification should be provided in the
appropriate text box (Figure 18.

Figure 18: Request of fee waiving — tick box IUCLID

Feewaiving 1-10tannes, complete dossier

Justification |3 the information required in Annex Wl is submitted as part of this regi| =
stration. Az the tannage of this dossier includes:
- §tonnes of on -zite isalated intermediates

- 7tonnes of non intermediate use

we request the fee waiving in accordance with...., |
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1.4 Specific information for isolated intermediates (dossier
header part 4)

When the dossier covers also a volume used as an isolated intermediate specific
information should be reported.

The exemption from standard information requirements only applies to isolated
intermediates that are manufactured or used under strictly controlled conditions, and this
will be regarded as claimed by the registrant only if the appropriate checkbox is
selected® (Figure 19.

In addition, different information requirements apply to on-site and transported
intermediates and more information can be found in the Guidance for intermediates
(http://reach.jrc.it/docs/guidance_document/intermediates_en.htm).

Figure 19: Tick boxes for isolated intermediates

Specific information for isolated intermediates

On-zite above 1tonne
Transported 1-1000 tonnes
Transported abave 1000 tonnes

Productian and use under stricly cantrolled conditions

Justification | The substance is used as....
Strictly contralled canditions can be demonstrated because...

—————— < Back || Mext = _J Cancel

Enter administrative infarmatian

When a dossier is made for a substance used both as isolated intermediates under
strictly controlled conditions and as non intermediates, the fees will be calculated as the
sum of individual fees for intermediate and non intermediate (as if separate dossiers had
been submitted).

5 Please note that the strictly controlled condiionill have to be carefully documented (for more
information please refer to the Guidance for inediates
(http://reach.jrc.it/docs/guidance_document/intediages_en.htm).
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How to submit a valid dossier via REACH-IT

1.5 Fee determination

Fee determination relates only to dossiers submitted for PPORD notifications and
registrations. The fee determination and the preparation of the invoice are based on:

— the information reported in the dossier header (see Section 0 for more
information);

— the information provided in REACH-IT during the submission process related to:

o0 the tonnage band of the registration

o the indication of intermediate use (if the tonnage for such a use is not
covered by the tonnage band given above)

o the statement that a full annex VIl is submitted (related to fee waiver
reasons), for registration of less than 10 tonnes of substance;

- the information contained in the substance data set such as the confidentiality
requests. Please note that a fee is requested only for those confidentiality
requests which are falling under Art. 119(2) of REACH and Annex IV of the fee
regulation ((EC) 340/2008).

The justification for a confidentiality claim will be checked only before

S information is published. In case a confidentiality request would then be
rejected by ECHA, the fee would not be reimbursed.

The following list indicates what kind of items can be associated to a given chargeable
service type and more information can be found in Part 8 (Invoices) of the REACH-IT
Industry User Manual.

« Registration initial submission:

0 Registration fee for substance / intermediate
0 Change in identity of registrant involving change in legal personality

o List of confidentiality claims (see here after)
* Registration update:

0 Change in identity of registrant involving change in legal personality
0 Update of registration tonnage
o List of confidentiality claims (see here after)

0 Intermediate tonnage > 10 tons
* PPORD notification:

o PPORD naotification

o0 Change in identity of registrant involving change in legal personality

15



* PPORD exemption extension

0 PPORD exemption extension

o0 Change in identity of registrant involving change in legal personality
» List of confidentiality claims:

0 Confidentiality claim on the degree of purity and/or identity of impurities
or additives

0 Confidentiality claim on the tonnage band

o Confidentiality claim on study summaries or robust study summaries
o Confidentiality claim on the information in the safety data sheet

o0 Confidentiality claim on the substance trade name

0 Confidentiality claim on the IUPAC name for non-phase in dangerous
substance

0 Confidentiality claim on the IUPAC name for dangerous substances
used as intermediates, in scientific research and development or
PPORD

Annex 1

A registrant can request that information submitted to the Agency according to Art. 10 of
the REACH regulation is not published on the internet because publication could be
harmful for his or any other concerned party’s commercial interests. Article 119(2)
specifies which information requires publication by ECHA.

If the information falls under Article 119(2) of the REACH regulation and Annex IV of the

Fee Regulations, then the Agency will request a fee payment for these confidentiality
requests. Note that the fee has to be paid for the request but it is not a guarantee that
the information is not published. The Agency will decide based on the provided
justification if the reasoning is sufficient to not publishing the information.

6 COMMISSION REGULATION (EC) No 340/2008 of 16 Apeb08 on the fees and charges payable to
the European Chemicals Agency pursuant to Reguléi€) No 1907/2006 of the European Parliament

and of the Council on the Registration, Evaluatidathorisation and Restriction of Chemicals (REACH)
16



Confidentiality requests which are subject to a fee and that appear in the dossier header
are:

Relevant tonnage band (corresponds to Art. 119(2)(b) of REACH)
Requests in IUCLID 5:
* Dossier header: Request for the tonnage band (checkboxes
“Confidentiality request” and “Specific request on tonnage band” are
selected and a justification is provided.) (see

17



Figure 14

Information in the safety data sheet (corresponds to Art. 119(2)(d) of REACH)
Requests in IUCLID 5:
» Dossier header: Request for sections
o 3.5 Identified uses and exposure scenarios: Main use category
and Specification for industrial and professional use

0 3.6 Uses advised against
Requests have to be made in the dossier header as there is no possibility in sections 3.5
and 3.6 to flag the information directly. The box “Confidentiality request” should be ticked
and in the justification field the item for which confidentiality is requested should be
mentioned and a justification given (see Figure 15.
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