HMECHA

N CHEMICALS AGENCY

Biocides Submission Manual

How to use R4BP 3

February 2024




2 How to use R4BP 3

February 2024

Disclaimer

This document aims to assist users in complying with their obligations under the Biocides

Requlation. However, users are reminded that the text of the Biocides Regulation is the only
authentic legal reference and that the information in this document does not constitute legal

advice. Usage of the information remains under the sole responsibility of the user. The

European Chemicals Agency does not accept any liability with regard to the use that may be

made of the information contained in _this document.

| Version

Version 1.0

Version 2.0

Version 2.1

Version 3.0

Version 3.1

Version 4.0

Version 5.0

Version 6.0

| Changes

First version

Updated manual to coincide with the release of R4BP 3.1.

Main changes include enhanced submission message in the
application wizard and authority request task items.

In general, an improved layout and design including extra
summary sheets and previous summary sheets updated. A
glossary containing terms, definitions and identifiers
applicable to the whole BSM series can now be found at the
end of the manual.

Screenshots updated to reflect R4BP 3.1.2 release. Summary
sheets removed and incorporated into the text.

Release of R4BP 3 version 3.2 changes include the following:

- Change manual title in line with the BSM series

- Removed reference to REACH-IT for accounts
management which is now replaced by ECHA
Accounts (section 2.3)

- New features include delegation, nomination and
transfer of assets (section 3.3.5), resubmission wizard
(section 4.4.1)

- Print/export feature of cases (section 3.3.2)

- Restructuring of the application wizard (section 4.2)

Minor update to correct typos and to describe the process of
asset transfer, section 3.3.5.5, more clearly.

Release of R4BP 3 version 3.3. Minor update which includes
the following:

- Information on Asset transfer updated in section
3.3.5.5, regarding parallel trade (PP) assets.

Release of R4BP 3 version 3.8. The entire manual has been
restructured and updated.

Release of R4BP 3 version 3.9. Changes include the following:

- Minor changes in the Case and Asset search
functionalities (section 5.2.1 and section 5.3.1)

- Additional chapter regarding the grouped submission
(section 6)

August 2013

April 2014

June 2014

December 2014

February 2015

June 2015

January 2017

June 2017
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Include a case in an existing grouped submission
(section 6.2)

Submit a batch of administrative change(s) (section
7)

Description of steps to be performed in the application
wizard (section 8.4, 8.5, 8.6, 8.7, 8.9, 8.11, 8.14)
Withdraw a case from R4BP (section 10)

Accept an asset transfer (section 11.4.2)

Initiate and accept a case transfer (section 11.5.1 and
11.5.3)

Version 7.0 Release of R4BP 3 version 3.10. Changes include the
following:

Update of all possible actions in R4BP (section 2.2.2.)
Changes in the Case search functionalities (section
5.2.2.1)

Additional features in the Case details page (section
5.2.2.2)

Changes in the Assets search functionalities (section
5.3.2.1))

Additional features in the Asset details page (section
5.3.2.2)

Create a grouped submission in R4BP, prior and after
the creation of an NA asset (section 6.1.1. and 6.1.2.)
Submit a batch of notification for placing on the
market (section 7.2.)

Description of steps to be performed in the application
wizard in order to submit a batch of notification for
placing on the market (section 8)

Update of progress status messages (section 9.3.3.)
Changes regarding the ‘search for messages’ and
‘message lists’ features (section 9.3.)

Redefinition of Active substance (section 12.5.)

Version 8.0 Release of R4BP 3 version 3.11. Changes include the
following:

Remember search/filter results (section 5.2.2.1. and
section 5.3.2.1.)

Display PT(s) information on case and asset results
(section 5.2.2.1. and section 5.3.2.1.)

Progress bar in the wizard (section 8.)

Remove an asset from the selection when initiating a
batch of administrative changes (section 8.1.6.)
Select Document Il1-A option *section 8.1.14.)

Save an application before submitting (section 8.2.)
Messaging functionality (section 10.)

November 2017

May 2018
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Version 9.0

Version 10.0

Version 10.1

Version 11

Version 12

Version 13

Release of R4BP 3.12. Changes include the following:

Screenshots updated to reflect the changes in the
user interface

Print-to-word functionality added in sections 5.2.2.2.
and 5.3.2.2.

Downloading a PDF file to see the list of participants
in section 5.2.2.2.(only for AS-EVA, AS-NAS, RP-NOT
and PA-CHG cases)

The message page (section 9.3.3.): printing a
communication, unarchiving a message and replying
to a communication

Using the Cc function (section 10)

Release of R4BP 3.15. Changes include following:

- Screenshots updated to reflect improvement of the
user interface

- Archiving messages functionality implemented on
legal entity level (section 9)

- Enhanced ad-hoc messaging functionality (section 10)

Update of references to ‘ECHA Accounts portal’ and ‘ECHA
Accounts manual for Industry Users’

Release of R4BP 3.22. Changes include following:
- Tab dedicated to the events implemented on legal
entity level
- Grouped mutual recognition in sequence (NA-MRS)
allowed

Release of R4BP 3.23. Changes include following:
- At least one contact person for a case must be defined
- Multiple contact persons can be identified for a case.
- Only those contacts which have been identified as
contact persons in the case receive the case relevant
communication via email.

Release of R4BP 3.26 Changes include following:
SPC editor discontinued, instead SPCs should be prepared in
IUCLID format with specific working context.

October 2018

June 2020

December 2020

February 2022

September 2022

February 2024
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1. Introduction

1.1. Objective

This manual gives guidance on how to navigate through the IT system of the Register for
Biocidal Products version 3 (R4BP 3). It describes the functionalities of R4BP 3, explains how to
submit applications under the Biocidal Products Regulation (BPR)* and how the Authorities
process your submitted cases.

1.2. Biocides Submission Manuals

This manual is part of the Biocides Submission Manual (BSM) series which is composed of
technical guides, application instructions, and specific process manuals available on the ECHA
website.

Technical guides:

How to prepare a biocides dossier, which describes how to prepare a general IUCLID
dossier, giving you details on the different functionalities in IUCLID, as well as explaining the
different sections contained within a dossier. Also, how to create a SPC in IUCLID format is
described in that technical guide.

How to use R4BP 3, which describes how to create user accounts in R4BP 3 via ECHA
Accounts and gives a detailed description of the various functionalities of the system.

Application instructions:

Application instruction manual gives guidance on how to submit applications concerning
various process related to active substance approvals and biocidal product authorisations.

¢ How to submit an application for an active substance

e How to submit an application for a national authorisation
e How to submit simplified authorisations

¢ How to submit union authorisations

e How to submit an application for technical equivalence

Process manuals:

Process of invoicing in R4BP 3, which describes the general information related to invoices
and credit notes issued by ECHA following the submission of an application.

Process of dissemination, which describes how to make confidentiality claims in IUCLID and
which dossier information can be claimed confidential.

! Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22 May 2012 concerning
the making available on the market and use of biocidal products.


https://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
https://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
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2. What is R4BP 37

R4BP 3 is an IT system established and maintained by ECHA. It provides functions, which
enable industry and authorities to comply with the Biocidal Products Regulation (BPR,
Regulation (EU) No 528/2012) requirements and exchange information between them.

R4BP 3 consists of two independent interfaces:
e RA4BP 3 Industry dedicated to industry users;

e RA4BP 3 Authority dedicated to authority users (ECHA, MSCAs and the
Commission).

2.1. R4BP 3 Authority interface

The R4BP 3 authority interface supports the day-to-day work in the regulatory process
whereby authority users can process the applications by completing task items (e.g. sending
an invoice) and communicate securely with industry users.

2.2. R4BP 3 Industry interface

The R4BP 3 industry interface is dedicated to industry users, allowing the secure submission of
applications and exchange of information with authority users.
2.2.1. Actors in R4BP 3 Industry

There are three main industry actors in R4BP 3: the case owner, the asset owner and the
participant(s) (in the context of the Review Programme).

2.2.1.1. Case owner

The case owner is the legal entity who is submitting an application/notification and monitoring
the progress of a case, providing any additional information requested by authorities,
commenting on any draft evaluation reports or opinions, etc.

In most cases, the case owner is also the asset owner. However, note that the case owner may
differ from the asset owner (e.g. the case owner is a consultant appointed by an asset owner).

2.2.1.2. Asset owner

The asset owner is the legal entity that will be the "owner" of the asset when it will be created
(e.g. the (prospective) authorisation holder). The asset owner may be the same as the case
owner when no representative is appointed.

When the case owner and asset owner are different legal entities, both entities will
be able to view submitted information, monitor the progress of a case and view
asset details.

2.2.1.3. Participants

Company (ies) that have an interest in substances in the review programme.


https://echa.europa.eu/regulations/biocidal-products-regulation/legislation
https://echa.europa.eu/regulations/biocidal-products-regulation/legislation
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2.2.2. Possible actions in R4BP 3 Industry

Through the industry interface, industry users can:

e see and update their own data,

¢ submit applications and view the status of submitted applications and payments,

e withdraw their own applications,

e delegate their own cases and/or assets,

e transfer a case/an asset to another legal entity,

e nominate an asset,

e contact the MSCA, the Commission and/or the Agency regarding their application(s),

e download documents (e.g. invoices),

e complete tasks assigned by authority users,

e receive the final decision/outcome concerning an application.

The table below identifies the necessary/possible actions for the Industry actors:

Table 1: Case owner, asset owner and participants access rights

Access rights in R4BP 3

Case owner

Asset owner

Participants

Submit applications
Withdraw applications (when applicable)
Receive messages in R4BP 3

Send messages to MSCA, Agency and
Commission

Receive and complete task”™ items
View case details

View asset details

Delegate an asset

Delegate a case

Transfer an asset

Transfer a case

Nominate an asset

E-mail notifications*

< < =< =<

<

< < < < =< =< =< <

* The asset owner will receive an e-mail notification only for major events: case approved, not

approved, terminated or withdrawn.
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3. User registration and login page

In order to submit an application, all users are required to register to ECHA IT tools.

3.1. New User of ECHA IT tools

‘ECHA Accounts portal’ allows you to log into ECHA IT tools such as R4BP 3.

If you are not a user, the creation of an account will be required. For further assistance please
refer to ‘ECHA Accounts Manual for Industry Users’.

3.2. Registered user of ECHA IT tools

If you have other ECHA accounts to be managed (e.g. PIC etc.), you will be redirected to the
ECHA Accounts landing page after logging into ‘ECHA Accounts portal’. Select ‘R4BP submission
tool’ to access the R4BP 3 home page.

Note: All information on the creation and management of accounts can be found in ‘ECHA
Accounts Manual for Industry Users’ available on the ECHA website.



https://idp.echa.europa.eu/ui/login
https://echa.europa.eu/documents/10162/13567/howto_account_manual_industry_en.pdf/9e84c2fb-c876-30a7-7eb9-fde40e968ef5
https://idp.echa.europa.eu/ui/login
https://echa.europa.eu/documents/10162/13567/howto_account_manual_industry_en.pdf/9e84c2fb-c876-30a7-7eb9-fde40e968ef5
https://echa.europa.eu/documents/10162/13567/howto_account_manual_industry_en.pdf/9e84c2fb-c876-30a7-7eb9-fde40e968ef5
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4. R4BP 3 homepage

Once you have successfully logged in, you will access the R4BP 3 homepage, which allows you
to perform certain actions.

4.1.

General features

The R4BP 3 homepage displays the following features:

Figure 1:

R4BP 3 homepage

r‘ E C H A MESSAGES

EUROPEAN CHEMICALS AGEMCY 1

You are Test-BIQ on behalf of Biocides Submissions (FI) ~

4

R4BP3 not available 13,/02/2022

Tasks due to expire
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Due date
14/02/2022

24/02/2022

ASSETS

LE/02/2022
0
15:03

Case type

Te-are )
Te-are @)

See all tasks here

EVENTS NEW APPLICATION

2

From
Agency
Agency
Bgency

= agency
Bgency

E) system

Topic: Subject

Evall Ry i [TBP-C-1543572-20-00/F]

Submission:Submission accented by ECHA [TAP-C-1542582-20-00/F]

Format Checks: Incomect dossier template bld676a8-eleb-4353-b759-
335db6670e52

Formit Checks:Submission format verified [TAP-C-1542581-21-00/F|

Format Checks: Incomect Active Substance / Product Type for the purpose of
technical equivalence

Invaicing:Payment reminder for ECHA invelce

ECHA BIOCIDES & 2022. v3.22.0-rc.5 build 2599 on 2599, Today is 18/02/2022, 15:14 (EET)

Product/Substan
name

Formaldehyde

Formaldehyde

Fermaldehyde

Formaldehyde

Formaldehyde

=
Received

10/02/2022

10/027a022

10/02/2022

03/11/2021

03112021

25/11/2021

= Task - A warking i

to specific user gro

1. ECHA logo: click on the ECHA logo to go back to the homepage when on any R4BP 3 page.

2. Toolbar: the toolbar is available on all R4BP 3 pages and contains five tabs. Each tab
allows you to perform certain actions or view information related to submitted applications.

See section 4.2. for additional information on the toolbar.

3. Logout: the logout button is available (EI!) at the top-right corner of the screen. This

feature is available on all R4BP 3 pages.

4. Logged in user: the logged in ‘User ID’ and the industry account name are displayed in
the top left corner. A drop-down list is available and allows you to select the company on
whose behalf you wish to work on. When selecting another company, the system will
automatically filter and display the data according to the selected company (cases, assets,
messages, tasks, etc.).

5. R4BP News: when relevant, it displays the latest news regarding R4BP 3.
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6. Tasks due to expire: a list of tasks that are due to expire within the next ten days are
displayed.

7. Good to know: a list of useful definitions and other useful information can be found on the
yellow ‘Good to know’ box.

8. My messages: the ten latest messages are displayed. Red messages indicate that the
message has not been read yet. Click on ‘see all messages’ to access the message box.

9. Terms of service: the terms of service can be read by clicking on the ‘Terms of Service’
hyperlink at the bottom right of the page.

4.2. R4BP 3 toolbar

Once you have familiarized yourself with the homepage, you can start using the toolbar to
perform actions and view information related to your applications. The toolbar is available on
all R4BP 3 pages and contains five tabs:

Figure 2: R4BP 3 toolbar

TASKS MESSAGES CASES ASSETS EVENTS MNEW APPLICATION
1 2 3 4 5 6

1. TASKS: a task is a working item related to a particular case number that is assigned to a
specific case or asset owner’s account. Click on the ‘TASKS’ tab to see all the tasks
assigned to you. See section 9.4. for additional details on the tasks tab.

2. MESSAGES: during the application process, authority users will send messages to the case
owner (or asset owner, depending on the case type), providing updates or requesting
further information in the context of a case. As of November 2017, Industry users are
allowed to send messages to the authorities too. The ‘MESSAGES’ tab enables you to keep
track of your correspondence with the Authorities. For additional information on messages,
see section 9.3. and section 10.

3. CASES: once you have submitted an application through R4BP 3, a corresponding case
with a unique number (i.e. a case number, to identify it) will be created. A case
encompasses all of the steps in the application process, which leads to the creation, or the
update, of an asset (the regulatory decision). Click on the ‘CASES’ tab to consult the list of
your existing case and monitor the progress of a submitted application. For additional
information on cases, see section 5.2.

4. ASSETS: an asset is a regulatory decision on an application related to either an active
substance (e.g. approval of an active substance, decision on technical equivalence, etc.) or
a biocidal product (e.g. a national authorisation, a union authorisation, etc.). The asset
owner will receive a unique asset number once the asset has been authorised. The asset
owner may be the same as the case owner where no representative is appointed. Click on
the ‘ASSETS’ tab to see your existing assets list. For additional information on assets, see
section 5.3.

5. EVENTS: an event is a step whereby information is submitted that is needed in the
handling / processing of an application. Examples include the submission of an application,
the submission of additional information on the request of the authorities, fee payment,
and the communication of a decision.

6. NEW APPLICATION: click on ‘NEW APPLICATION’ to display a list of application types.
Click on any of these application types to launch the corresponding application ‘wizard’. If
you wish to start a new application, see section 5.
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5. Individual applications in R4BP 3

This chapter gives a general overview on how applicants can launch the submission wizard in
R4BP 3 and submit an individual application to the Authorities.

Depending on the application type, a case owner can submit an application either via the ‘NEW
APPLICATION’ tab or via the ‘Asset/Case details’ page.

Details how to submit a specific application type and what steps to expect in the wizard are

provided in the Biocides Submission Manuals application instructions available on the ECHA
website.

5.1. Create a single application (not related to an existing
asset/case)

To submit a new application (typically one that is not related to an existing asset or case)
click on the ‘NEW APPLICATION’ tab on the R4BP 3 toolbar.

Figure 3: ‘NEW APPLICATION’ tab

TASKS MESSAGES CASES ASSETS EVENTS NEW APPLICATION

Select the type of application you wish to submit.

Figure 4: ‘NEW APPLICATION’ page

Submit application for:

Es Active substance
E= national authorisation
E= simplified authorisation
E= Union authorization
= Other

The relevant application wizard (see section 8) will be launched to guide you through the
application submission process.


http://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
http://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
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5.2. Create a new application (related to an existing case)

For submissions that are related to an ‘in-progress’ case and to which you have access
(i.e. you own or have permission to use the appropriate case number), you may launch the
application wizard through the ‘NEW APPLICATION’ tab or the relevant case.

5.2.1. Create a new application from the ‘NEW APPLICATION’ tab
On the R4BP 3 toolbar, select ‘NEW APPLICATION'.

Figure 5: ‘NEW APPLICATION’ tab

TASKS MESSAGES CASES ASSETS EVENTS MNEW APPLICATION

Choose the type of application you wish to submit. Note that you may select only one
application each time.

Figure 6: ‘NEW APPLICATION’ page

Submit application for:

Bs Active substance
E= National authorisation
Es simplified authorisation
E= Union authorisation
= Other

The relevant application wizard (see section 8) will be launched to guide you through the
application submission process.

5.2.2. Create a new application from the relevant case details page
On the R4BP 3 toolbar, select ‘CASES’.

Figure 7: ‘CASES’ tab

TASKS MESSAGES CASES ASSETS EVENTS NEW APPLICATION
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5.2.2.1. Search for a Case

A default search will cause all your ‘In-Progress’ cases to be displayed in the ‘My cases list'.
Select one or multiple search criteria to search for a specific case:

Figure 8: Search for a specific case

ri E ‘ H A TASKS MESSAGES EVENTS NEW APPLICATION b 4

EUROPEAN CHEMICALS AGENCY

You are Test-BIO on behall of Biocides Submissions (FI}) -

Search for cases

o ssE type Please select
In Progress - o noking for: Please select

February 2024

Please salect 'o PPCOLICT NAME @
,_o Product type Please select e
A Search $ Clear Export (.xls)

My cases list (17

Case status

Case number » . Product Case type Evaluating autharity [EENTRTESITE
a Product/Substance name < Active substances ..“ JA L4 AL S

OCION PX10 « Copper sulphate pentahydrate = PFTO2 NA-APP MSCA-Belgium 10/02f2022 In Progress

BC-FWO71642- Monochloramine generated from  « Monochloramine generated . 5
1.6.7 ammeonium carbamate and a from ammenium carbamate and a °T;£ AS-ACC Agency 10/02/2022 In Progress
aiad chloring source chlorine source

1. Case number: enter the unique number assigned to the case.

2. Case status: select the status of the case (e.g. ‘In Progress’, ‘Closed — Approved’, ‘Closed

— Rejected’, ‘Closed — Not Approved’, ‘Closed — Terminated’, ‘Closed — Withdrawn’ or
‘Suspended’) from the drop-down list.

If the case becomes ‘Closed-Approved’ a corresponding asset will be created.

3. Company UUID/name: enter the company UUID/name for the case owner or proposed

asset owner. Note that in certain cases, the case owner and proposed asset owner are the

same. However, this is not always the case, e.g. the case owner may be a representative
appointed by the proposed asset owner.

4. Evaluating authority: select the authority body that is responsible for evaluating the
case. The evaluating authority may be an MSCA or ECHA (e.g. assessment of technical
equivalence).

5. Evaluating country: if ‘MSCA’ has been selected as the evaluating authority, you are
allowed to choose the evaluating country from the pick list.

6. Submission date: select the starting and/or end date of a period in which cases where
submitted.

7. Case type: the case type corresponds to an abbreviation of the process under evaluation.

Select the relevant application type (e.g. NA— APP - national authorisation, etc.) from the
picklist.

8. Looking for: select the type of submission you are looking for (family product or single
product submission).
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9. Family name: if you are looking for a family submission, type in the family name.

10. Product name: type in the assigned product name.

11.Trade name: enter the trade name.

12. Active Substance: enter the active substance name.

13. Product type: choose the relevant product type from the pick list.

14.Search: once you have entered all your search criteria, click on the corresponding button
to display all relevant cases. All relevant case records will be displayed in ‘My cases list’
(see below).

15.Clear: click on ‘clear’ to set all search criteria to their default values.

16.Export (.xIs): You may wish to export your search results for future reference. Click on
‘Export (.xIs)’ to open/save your results as a .xls file.
You can generate different .xls files depending on your preferred search criteria.

17.My cases list: once you have entered your search criteria, all corresponding case records
are displayed in ‘My cases list’.

In addition to your case numbers, you will be able to find (when relevant):
e The Product/Substance name
e The active substance(s)
e Product type(s)
o Case type
e Evaluating authority
e Submission date
e Case status

You may notice the following icons:

IE icons indicate reference cases. However, note that this functionality is available only for
grouped submissions performed simultaneously and submitted after 16/06/2017. Click
on the case number hyperlink to display the details page.

@ icons indicate delegated cases. This icon appears next to a case number in the ‘case
list’ only if you have delegated this case to another legal entity.

! R4BP 3 will retain your selected search criteria. Press the & ©lear button or logout to

remove the selected criteria.
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5.2.2.2. Case details page

Depending on the case type, the case details page may contain the following information
and sub-tabs:

Figure 9: Case details

Application for national authorisation (NA-APP): BC-GH041610-58

In Progress o Product infi e
MSCA-Finland ProductC1
26/07/2018 thc

PTO1

= Abamectin

0| Create new case " * Actions Io

SPC documents IC | | il 1l | =l Al | o

FI-Finland

Mo SPC uploaded

1. Header displaying the case type, the case type code abbreviation and the assigned case
number.

2. Basic information concerning the case (e.g. the case status, evaluating authority,
submission date, SME status, etc.).

3. ‘Product information’ or ‘Substance information’: displays the information provided on
the submitted SPC file(s) or another IUCLID dossier. Depending on your application type, it
may include the product or family name(s), trade name(s), product type(s) and active
substance(s).

4. ‘Create new case’: allows applications that are relevant to the specific case to be
launched.

5. Click on ‘Actions’ if you wish to perform the following activities:

¢ ‘Download as PDF’: generate a PDF document containing detailed information for
the case (e.g. case details, Product details, Active substance details, Name and
address of the case owner, Name and address of the future asset owner, Name of
the case owner contact information, as well as information regarding the uploaded
dossier(s) and documents when applicable).

For AS-EVA, AS-NAS, RP-NOT and PA-CHG cases, applicants can have an overview
of the participants in the downloaded PDF file.

o ‘Withdraw case’ (visible to the case/asset owner): withdraw your in-progress
applications. Section 11 describes how to withdraw your case from the system.

¢ Initiate a ‘New communication’ (visible to the case/asset owner): contact the
Agency, MSCA and/or Commission regarding your in-progress or closed case. See
section 10 for additional details on the messaging functionality.

! Authorities are not bound to reply to your communication.
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6. Sub tabs (depending on the case type):

Reference details sub-tab: displays information on the reference case and/or the
reference asset. Click on the asset/case number hyperlink for more information on your
reference application.

Figure 10: ‘reference details’ sub-tab

I Reference details |F-" :4[—-1-

Reference asset

EU-0019316-0000

Active

testsubstance

Participant(s) sub-tab: displays the list of participant(s) in a programme including the
company name, the country, and the participant’s role in the supply chain.

Figure 11: ‘Participant(s)’ sub-tab

ng,« 1.!.\"7‘-"'?"‘."-1'?{[_'-::?’_',- u.:r{ Participant(s) l—v‘_-‘.."».-_-k:_j‘—ql.—ﬁq ize owner deta 4-,,“,,,.,“ ,,__.J“‘._..,._\_,.g,%}wm mu.‘!;,,;,.%}.,w]..,ﬂ., ,:_E,‘:i‘!.;\.,‘_._‘;,..i,.,,,”,_;,.,-.,.,,ng.:\h-.,%

Company name Country Supplier type

Clcompany FI - Finland Substance Product

SPC documents sub-tab: displays information on the uploaded SPC document(s) including
the country of the evaluating authority and language(s) used in the SPC. The submitted
SPC can be downloaded to PDF # downioad to FoF - downloaded to WORD ‘Download to WORD’

& download to WORD — or downloaded in 16Z . 4 download in 162

Figure 12: ‘SPC documents’ sub-tab

BE-Belgium
de (Master)

Product NTX 0 download to PDF 0 download to WORD i download in 162

If you have uploaded a product family SPC, click on the family name to see all the meta
SPC and your product(s).
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Figure 13: See the meta SPCs and relevant products

EU-European Union

fr (Master)
Product 1
= meta 1
— Family Product 2 o download to PDF @ download to WORD 4+ downlead in I62
L} - Meatg 2 Product

e Dossiers sub-tab: contains dossier details (e.g. submission number, file name, dossier
UUID, etc.), the name of the entity which has submitted application and the date when the
application has passed the pre-processing checks carried out by ECHA (i.e. the format
check).

Figure 14: ‘Dossier’ sub-tab

F-x_r_u;w--.mﬁ.' :u_b;a-”-u r{ Dossiers k C "']F“" .:A[—:\‘._}-_::-.i-\w'.:;';.;';& :5.4.—4
No Submission number Dossier file name Dossier UUID Purchase order Submitted by Submission date
Il. BC-GH041610-58/5 silver-products.i6z 8c04a356-ef08-4136-b77¢c-598138ef5hd7 Company Y 27/07/2018
(1of1) Gotori[v] [l < | @ » | w| show: (15v]

e Delegation sub-tab: gives an overview of any related delegation, nomination and/or
transfer requests. This includes the legal entity UUID number and the start and end date of
the delegation, nomination and/or transfer. It also includes the possibility to initiate a

delegation ( #9930 ) "3 nomination (7 """y and/or a transfer of an asset (

=+ Add transfer

) to another legal entity.

When adding a delegation, nomination, or transfer, you are requested to provide the legal
entity UUID number and the start and end date of the delegation. For more information on
delegation, nomination and transfer, please see chapter 12.

Figure 15: ‘Delegation’ sub-tab
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Delegations

Legal entity Start date End date
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Case owner transfer(s)

Legal entity Start date End date

Mo transfers

Asset owner transfer(s) -

Leaal entity Start date End date
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e Events history sub-tab: outlining all of the outcomes, messages sent and actions
completed in relation to this case. This is a very useful sub-tab to follow the application
processing steps.

Figure 16: ‘Events history’ sub tab

£ - 1 57 damens | oot | osirs | compan it [Tl | ovcumens | ianci maremen | e cae | s g

* The events history displays Communication and System events, occurred from initial submission to final decision for a case.
* Default sorting is by event date (newest on top)

Date & Step Subject Sender
24/08/2018 10:44:19 Format Checks Resubmit information started, due by 07/09/2018
24/08/2018 10:44:19 Format Checks Rest ion requested [UAP-C-1330570-32-00/F] Agency
24/08/2018 10:44:18 Format Checks Incorrect dossier template 59a10651-3025-4565-b6af-8f80e0a5a3d0
24/08/2018 10:44:06 Submission Initial submission [BC-VV042368-99/1 Clcompany
Showing 1-4 of 4 results ~ Page: 1of 1 Goto: 1[v] e | <a @ wr | w1 Show: 15w

e Financial management sub-tab: allows you to view billing information, invoices and
credit notes, along with the date they were sent and the status of payment.

Figure 17: ‘Financial management’ sub tab

et: J']F’-uwravw”%‘*wuw’% | FuoRl imanogerant |va gt :

Billing information -
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00100
Helsinki
FI
en

Invoices

Invoice # Received date Authaority Communication message
No invoices found
Credit notes
Credit note # Invoice # Received date Authority Communication message

No credit notes found
e Documents sub-tab: documents related to this case (e.g. supporting documents
uploaded during the application process).

It is possible to filter and sort documents displayed in the documents sub-tab using
metadata fields.

Note that the search by document name is case sensitive.

Note that submitted dossiers and financial documents are found in their own sub-tabs.
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Figure 18: ‘Documents’ sub tab
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¢ Company details sub-tab: details of both the case owner and the asset owner, if
different. Billing information can also be viewed here along with the designated contact
person(s).
Notice that you can also change the contact person(s) for the case from this tab.

Figure 19: ‘Company details’ sub-tab
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e Related cases sub-tab: allows quick access to cases related to the case being viewed. For
example, a ‘Union authorisation of the same biocidal product (pending)’ case can be viewed
through the ‘Union authorisation’ case details page.
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Figure 20: ‘Related cases’ sub-tab
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For grouped submissions, the ‘Grouped submissions’ section allows you to identify the

reference case (indicated in bold) and all the related case(s).
The related cases are hyperlinks, therefore you are required to click on the case number to

access the submission details page.

1

You can only access related cases that concern you, i.e. you are the case
owner and/or asset owner of the related cases.
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Relation diagram sub-tab: The diagram represents the relations between the current
case and other cases and assets. It depict the whole history of submissions.

I Only the asset owner will have the visibility of the diagram and only for cases that
have access rights.

.

Only single and family asset numbers are presented in the diagram. Members are
presented only if a back to back case (e.g. NA-MRS) has been started from a member
level.

Figure 21: Case ‘Relation diagram’ sub tab
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Use to centre the diagram, and to zoom out/zoom in.

This feature is available only for some case types. It can be found on the case details page
of the following cases:

Table 2: ‘Relation diagram’ availability

‘ NA ‘ SA | UA
NA-APP SA-APP UA-APP
NA-MRP SA-BBS UA-BBS
NA-MRS SA-BBP UA-BBP
NA-BBS
NA-BBP
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52.23. ‘Create new case’ option

When you have gained access to the case details, click on ‘create new case’ to launch the
application wizard.

Figure 22: 'Create new case'’
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The created case (i.e. the application) is now linked to the case used to launch the application
wizard.

The relevant application wizard (see section 8) will be launched to guide you through the
application submission process.

5.3. Create a new application (related to an asset)
For applications that are related to an existing asset, and to which you have access (i.e.

you own or have permission to use the appropriate asset number), you may launch the
application wizard through the ‘NEW APPLICATION’ tab or the relevant existing asset page.

5.3.1. Create a new application from the ‘NEW APPLICATION’ tab
Click on the ‘NEW APPLICATION’ tab on the R4BP 3 toolbar.

Figure 23: ‘New application’ tab

TASKS MESSAGES CASES ASSETS EVENTS NEW APPLICATION

You are then required to select the type of application you wish to submit.

Figure 24: New application page

Submit application for:

B Active substance
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E= Other
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The relevant application wizard will be launched to guide you through the application
submission process. The relevant application wizard (see section 8) will be launched to guide
you through the application submission process.

5.3.2. Create a new application from the relevant asset details page

In order to be able to search for the relevant asset, select the ‘ASSETS’ tab in the toolbar.

Figure 25: ‘Assets’ tab

TASKS MESSAGES : EVENTS NEW APPLICATION

5.3.2.1. Search for an asset

When you select the ‘ASSETS’ tab, a default search will cause all your assets that will expire in
the next six months from the current day, to be displayed in the ‘Assests list’.

If you are looking for a specific asset, fill in one or multiple search criteria in the ‘Search for
assets’ table.

Figure 26: Searching for an asset
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1. Asset number: enter the unique number assigned to the asset.

2. Asset status: select the status of the asset from the drop-down list containing all available
asset statuses. They can be ‘Active’, ‘Expired’ (validity period has expired), ‘Cancelled’, or
‘Revoked'.

3. Asset start date from/to: select the specific start date or time period within which start
will occur

4. Asset expiration date from/to: select the specific expiration date or time period within
which expiration will occur.

5. Market area: select the relevant option from the drop-down list containing all market
areas.

6. Company UUID/name: enter the relevant company UUID or company name.

7. Asset type: select the application type for which a final decision has been taken from the
drop-down list containing all available asset types. Please visit the ECHA website if you are
looking for specific information on ‘Biocidal active substances’ from the ‘Information on
Chemicals’ tab.

8. Looking for: select if you are looking for a family product authorisation or a single product


http://echa.europa.eu/web/guest/information-on-chemicals/biocidal-active-substances
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authorisation.
9. Family name: if you are looking for a family authorisation, enter the family name.
10. Product name: enter the complete product name.
11. Trade name: enter the trade name.
12. Active substance: enter the active substance name.
13. Product type: select the product type from the drop-down list.

14. Authorisation number: type the authorisation number.

15. Search: once you have entered all your search criteria, click on the corresponding button
to display all relevant assets.

16.Clear: click on ‘clear’ to set all search criteria to their default values.

17.Export (.xIs): You may wish to export your search results for future reference. Click on
‘Export (.xlIs)’ to open/save your results as a .xls file. You can generate different .xls files
depending on your preferred search criteria.

18. Assets list: once you have entered your search criteria, all corresponding asset records
are displayed in ‘Asset list’. Click on the asset number hyperlink to access the asset’s
details page.

In the Assets list, you may find the following icons:

EI icons indicate that your asset has been delegated to another legal entity.

E icons indicate that your asset has been nominated to another legal entity.

R4BP 3 will retain your selected search criteria. Press the  ©2"  putton or logout to
remove the selected criteria.

Note: If your asset is not visible in R4BP 3, please refer to the ‘Migration’ Q&A section on the
ECHA website or contact the ECHA helpdesk for further advice on how to proceed with your
application.

! AS and AN assets belong to the general public, therefore they are not visible in your
asset list. You can consult the list of approved active substances on the ECHA website.

5.3.2.2. Asset details page

Depending on the case type, the asset details page may contain the following information and
sub-tabs:


http://echa.europa.eu/support/qas-support/qas
https://echa.europa.eu/contact
https://echa.europa.eu/regulations/biocidal-products-regulation/approval-of-active-substances/list-of-approved-active-substances
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Figure 27: Asset details page
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1. Header: displaying the asset type, the asset type code abbreviation, and the assigned
asset number.

2. Basic information concerning the asset: asset status, validity date, hyperlinked source
case number (the case number that resulted in the creation of this asset) and other
reference number (for instances where the evaluating MSCA has assigned one).

3. ‘Product information’ or ‘Substance information’: displays the information provided on
the submitted SPC file or IUCLID dossier. The information may include the product or
family name, the product type(s), the active substance(s) name, the meta SPC identifier,
and the Suffix of meta SPC.

4. Asset owner details: the name of the company as stated in the company registration,
along with the legal entity UUID and the asset validity period.

Create new case

5. ‘Create new case’ option ( ) will be available for specific asset types and allows
you, where relevant, to apply for other application types.

6. Sub-tabs:

e SPC documents sub-tab: displays information on the uploaded SPC document(s) including
the country of the evaluating authority and the language(s) of the uploaded file(s). The
submitted SPC file(s) can be viewed or downloaded and saved to your computer when

clicking ‘Download to PDF’ @ dewniead te 208 " ‘Download to WORD’ dewnlead te WORD - o1 ‘Download
in 162’ . t download in 167

Figure 28: ‘SPC document’ sub-tab

BE-Belgium
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e Delegation/Nomination sub-tab: gives an overview of any related delegation,
nomination and/or transfer requests. This includes the legal entity UUID number and the
start and end date of the delegation, nomination and/or transfer. It also includes the

button to click to initiate a delegation ( **¥ == ) g nomination ( * “*™™" " ) and/or a
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transfer of an asset ( *““"™* ) to another legal entity. When adding a delegation,
nomination, or transfer, you are requested to provide the legal entity UUID number and the
start and end date of the delegation. For more information on delegation, nomination and
transfer, please see chapter 12.

Figure 29: * Delegation/nomination’ sub-tab

|":- .,,uy_._.q_-'--‘—_;;':;‘.'.:'--‘ Delegation/Nomination l Related assets “ ‘Related cases “ Documents ‘ Famil -rw-.:-»-w[-,u‘;;-...a,-z“:. gram

Delegations

-+ Add delegation
Legal entity Start date End date

Mo delegations

Nominations

- Add nomination

Legal entity Start date End date

Mo nominations

Transfers

-+ Add transfer
Legal entity Start date End date

Mo transfers

e Related assets sub-tab: displays information regarding any relevant asset.

The ‘related assets’ sub-tab also displays caused asset (cases submitted after the creation
of the asset) and, for NA assets, causing asset (Mutual recognition in parallel and cases
initiated prior the creation of the NA asset).

Figure 30: ‘Related assets’ sub-tab

Causing esset

Type of relation Asset number Asset type Assat owne: Market aren

Mutugl recognition DE-0013119-0000 Ha Test-Industrylse: Germany Active

Caused assets

Market area A
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Finland active

Germany Active
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Germany Active

o Related cases sub-tab: displays information regarding any related cases.

This sub-tab allow a quick access to the case details. For example, a ‘Mutual recognition in
parallel’ case can be viewed through the ‘Application for national authorisation’ case;
connected cases can be viewed through each other. You can only access related cases that
concern you, i.e. you are the case owner and/or asset owner of the related case.

For grouped submissions, the ‘Grouped submissions’ sub-tab allows you to identify the
reference case (indicated in bold) and the related case(s). The related cases are hyperlink,
therefore you are required to click on the case number to access the submission details

page.

t  You can only access related cases that concern you, i.e. you are the case
owner and/or asset owner of the related cases.
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Figure 31: ‘Related cases’ sub-tab
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¢ Documents sub-tab: documents related to this case (e.g. supporting documents uploaded
during the application process).

For a family member asset, documents can be found at the parent asset's respective tab.

Note that submitted dossiers and financial documents are found in their own sub-tabs.

Figure 32: ‘Documents’ sub-tab

CLOGM I Documents

The "Documents” displays all exchanged and published documents between Authority and Industry, except of:
= submilted dossiers, which are listed under "Industry case details - Dossiers” tab
= finandial related documents (i.e. invoices, credit notes), which are listed under "Financial Managemenl” tab

Dafault sorting: Creation date

Select access level
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o Family info sub-tab: if applicable, displays information regarding the family of your asset.

If your product asset is a family asset: all the members of the product family will be
displayed in the family info sub-tab.

Figure 33: Family info sub tab (family asset)

SPC documents Delegation/Momination Related assets Related cases Family info Relation diagram

This is a family asset and has the following members

Product 1 EU-0019841-D001

— meta 1
= Family Product 2 EU-00195841-0002

- Meta 2 Product EU-0019841-0003

If your asset is a family member asset: the family asset will be displayed in the family
info sub-tab.
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Figure 34: Family info sub tab (family member asset)

SPC documents Delegation/Momination Related assets Related cases | Family info

This is a family member asset. The family asset iz the following:

EU-0015841-0000

The family info sub-tab also displays the cancelled member(s) and/or family asset. The list
of cancelled assets may also include converted assets
(e.g. NA-MRG).

Figure 35: Cancelled products
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e Relation diagram sub tab: The diagram represents the relations between the current asset
and other assets. It depict the whole history of submissions. Single and family asset
numbers are presented in the diagram, excluding therefore all the members of a family.

Only the asset owner will have the visibility of the diagram and only for assets that has
access rights.
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Figure 36: Asset ‘Relation diagram’ sub-tab

+ The diagram represents the relations between the current case or asset and other cases and assets.
Squares represent cases while circles represent assets. Inside squares and circles you may find the case/asset numbers. Above the numbers you may find the case type for cases or the originating case

type for assets.

The current case/asset square/circle is highlighted by default in the diagram. Clicking on any other square or circle will open in a new tab the corresponding case or asset details.
The arrows in the diagram are solid when the target of the relation is an asset, while they are dotted when the target of the relation is a case.

If a circle with an asset number does not contain any case type inside it means that the asset is migrated without any associated originating case type.

If a circle's border is dotted it means that this asset is a family member and it is shown in the diagram because it is the context asset of a case (in the case details diagram) or the causing asset (in the
asset details diagram).
If the label of a cirde (asset) is not bold that means that the current user does not have access to the asset details page of that asset (due to the asset being transferred).
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5.3.2.3. ‘Create a new case’ option

Click on ‘Create new case’ to launch the relevant application wizard.

Figure 37: 'Create a new case' option

Application for national suthorisation (NA-APP): BC-GHOM1G610-58

In Progress
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Create new case = Actions

SPC documents

F1-Findand

No SPC uploaded

The relevant application wizard (see section 8) will be launched to guide you through the
application submission process.

The new case (i.e. the application) will be linked to the asset/case you used to launch the
application wizard.
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6. Grouped submissions in R4BP 3 (for National
authorisations)

This chapter gives a general overview of how to submit grouped applications to the Authorities
and launch the application wizard in R4BP 3. It is used for National authorisation and more
precisely to seek mutual recognition or a renewal/modification (MIC, MAC, ADC). This
functionality is available for some specific cases. To identify all relevant cases, please refer
to the Application instructions guide.

6.1. Create a grouped submission in R4BP 3
Grouped submission can be made prior or after the creation of the NA asset.

6.1.1. Prior the creation of the NA asset

If you wish to apply for a national authorisation, you are allowed to seek mutual recognition in
parallel (i.e. submit for NA-MRP).

In this case, click on the ‘NEW APPLICATION’ tab and launch the NA-APP wizard.

Figure 38: ‘NEW APPLICATION’

TASKS MESSAGES CASES ASSETS EVENTS NEW APPLICATION

You will be required to select the evaluating authority for the National authorisation and pick
up the relevant concerned member state(s) for mutual recognition from the list.

Figure 39: Select authorities

Submiszion for application for national authorisation  (NA-APP)

@ Select authorities

Select authorities
Please start the submission process for your application by filling all required information.

*Evaluating authority: Select authority -

If you want to seek mutual recognition,please indicate the relevant Member States from the list below:

Concerned Member States: Austria
Belgium ~
Bulgana
Croatia
Cyprus
Czech Republic
Denmark
Estonia

Finland

France I}

Save Save & Close Cancel Next

The relevant application wizard (see section 8) will be launched to guide you through the
application submission process.

You can find the details of your grouped submission under the ‘related cases’ tab of the
reference (NA-APP) or concerned (NA-MRP) cases.


https://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
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Figure 40: Grouped submissions under the ‘related cases’ tab
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6.1.2. After the creation of the NA asset

If your NA reference asset has been approved by the reference Member State:
A. You may apply for single or grouped mutual recognition in sequence (NA-MRS).

B. You are seeking changes (e.g: administrative, minor, or major changes) OR a

renewal, you can submit a grouped submission by sending an application to every
concerned Member states.

To submit a grouped submission, search for your reference asset number and click on ‘Create
new case’ to launch the application wizard.

Figure 41: Submitting a grouped submission
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The relevant application wizard (see section 8) will be launched to guide you through the
application submission process.

You will find details of your submission under the ‘related cases’ tab of the asset.
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Figure 42: Related cases
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6.2. Include case(s) in a grouped submission (only for
NA-ADC/MIC/MAC/RNL)

Registrants who have an NA asset can submit applications to request changes (MAC, MIC,
ADC) or renewal (RNL). Those applications can be submitted in group. The applicant can
introduce a new case in this existing grouped submission.

Please note that the following considerations should be taken into account:

e You are the owner of the reference case;

e The reference case is related to either a National application for administrative
change on request (NA-ADC), a National application for minor change on request
(NA-MI1C), major change on request or a renewal (NA-RNL);

e The reference case must be ‘in progress’ or ‘suspended’

Click on ‘Create new case’ in the case details to launch the application wizard.

Figure 43: create new case

Application for renewal of national authorization (NA-RNL): BC-1%

In Progress
thonty: MSCA-Germany
19/12/2017

ST DE-(M *1%-0000

Create new case  Actions

The relevant application wizard (see section 8) will be launched to guide you through the
application submission process.

Once the submission is complete, the system will create a case for every selected asset in the
wizard based on the context case type.

All new cases will be visible under the ‘Grouped submission table’ under the case details of
every case, which is part of this submission.
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7. Batch of applications
You can submit a batch of applications for administrative changes and/or notifications to place

on the market products holding simplified authorisations. These applications will run
independently from one another.

7.1. Submit a batch of administrative changes

To submit several applications concerning administrative change(s) (i.e: NA-ADC, SA-ADC,
UA-ADC), click on the ‘NEW APPLICATION’ tab on the R4BP 3 toolbar, and select
“Administrative changes” at the bottom of the page:

Figure 44: Submitting a batch of administrative changes

Administrative changes

Notification(s) to place on the market products holding simplified authorisations

The relevant application wizard (see section 8) will be launched to guide you through the
application submission process.

! These applications will run independently from one another. Therefore, if you select two SA

assets and a NA asset in the assets list, you will submit three different administrative change
on request applications. These applications will be related to their corresponding assets.

7.2. Submit a batch of notification for placing on the market

To notify one or more products (members of a family) to only one market area in one
wizard, click on the ‘NEW APPLICATION’ tab on the R4BP 3 toolbar, and select
“Notification(s) to place on the market products holding simplified authorisations” at
the bottom of the page.

Figure 45: Notification(s) to place on the market products holding simplified
authorisations

Administrative changes

Notification(s) to place on the market products holding simplified authorisations |

The relevant application wizard (see section 8) will be launched to guide you through the
application submission process.

! Each notification for placing on the market will run independently from one another.

Each SN-NOT case will pertain to a specific product (member of a family) and will have, as
reference, the member SA asset number.

The result of each SN-NOT will be single product SN asset, without any relation with any other
SN created. Therefore, after completion of the wizard, multiple SN-NOT cases will be created
(depending on the amount of the SPCs uploaded in the wizard).
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8. R4BP 3 application wizard

When you launch an application wizard in R4BP 3, you will be guided through all the various
steps until you reach the confirmation screen to ‘submit’ your application. Refer to the
progress bar to see how far you are along the process.

Figure 46: Progress bar in the submission wizard

Submission for application for national authorisation  (NA-APP)

@ > @ > @ > Upload dossier

The steps and requirements at each step will vary depending on the application type
you are applying for. For details on the wizard steps of a particular application, please see
the relevant ‘Biocides Submission Manual: application instructions’ available on the ECHA
website.

Excepted applications for PA-CHG , users have the option to ‘Save’ and ‘Save and close’ a
submission wizard before the final submission. Please refer to section 8.2. for additional
information on how to save an pending application.

8.1. Wizard steps

Depending on your application, the main steps are:

8.1.1. Set reference details / set the context asset
a) General feature

The reference number relates to the related reference asset or case. It is only applicable to
some applications, when one application is based on another (e.g. a renewal of a biocidal
product or active substance).

The reference will be known to you or you may have to request it from the holder. In some
cases, the reference numbers may be available from the ECHA website ‘Information on
chemicals’.

When needed, fill in the reference number in the related field:
Figure 47: set reference details
Set reference details

Set reference details
Please provide below your reference number (asset)

Ed

@

Cancel Next


http://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
http://echa.europa.eu/information-on-chemicals
http://echa.europa.eu/information-on-chemicals
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b) Exceptions
e For all submissions concerning notification procedures, you can either:

- Click on ‘Active substance/product type combination’ and select the active substance name and
product type from the drop-down lists;

Figure 48: set reference details for active substance/product type combination

@ Set reference details

Set reference details

FPlease select below the grounds for the notification by clicking either on the Active substance/product type combination or the successful
declaration of interest tab.

I Active substance/product type combination I Successful declaration of interest

Please provide below the reference number of the published declaration of interest for the active substance.

*Asset number

Active substance
Product type(s)

EC number

CAS number

cocs

- Fill in the related asset number if your submission refers to an existing declaration of interest

Figure 49: set reference details for successful declaration of interest

@ Set reference details

Set reference details

Flease salect below the grounds for the notification by clicking either on the Active substance/product type combination or the successful
declaration of interest tab.

Active substance/product type combination Suocessful declaration of interest

Please provide below the reference number of the published declaration of interest for the active substance.
*Asset number
Active substance

Product type(s)
EC number

cance
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e For submissions for parallel trade, provide the assets for the member state of origin and
member state of introduction.

Figure 50: Set reference details for submission for parallel trade

Set reference details

Set reference details

Please provide below the numbers of the origin and the reference assets
Please press enter or click anywhere outside the ares to populate the relevant fields

Ed

®

Cancel Mext

8.1.2. Select authorities

Select from the drop-down list, the member state which is going to evaluate your application.

If mutual recognition in parallel (NA-MRP) or mutual recognition in sequence (NA-MRS) is
sought, indicate the relevant concerned member state(s) as well.

Figure 51: select the evaluating authority
Select authorities

Select authorities
Please start the submission process for your application by filling all required information.

*Evaluating authority: Select autherity -

If you want to seek mutual recognition,please indicate the relevant Member States from the list below:

Austria

Belgium ~
Bulgana

Croatia

Cyprus

Czech Republic

Denmark

Estonia

Finland

France

Save Save & Close Cancel MNext
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8.1.3. Annex | inclusion selection

This step, relevant for AN-APP applications, allows you to select the category of Annex I. Tick
only one category for the Inclusion of active substance in Annex I.

Figure 52: select the category for the inclusion of active substance in Annex 1

Annex I inclusion selection

AnneX I inclusion selection

Flease select the category for the Inclusion of active substance in Annex I that you intend to submit

Cancel Next

8.1.4. Set participant(s) details

In this step, you are required to provide details on the participant(s).
Participants can be:

e The case owner and/Zor,
e Any other company

For each participant, you will need to specify a supplier role. The participant can be supplier of
the active substance, supplier of the final biocidal product or both.

Figure 53: set participants details

@ > @ > Set participant(s) details

Set participant(s) details

Please enter the participant('s) details.

Add

Previous Save Save & Close Cancel Next
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8.1.5. Set participant change details

When you are required to select the type of change, you can either:

e Add a participant to your submission. In this case, click on ‘join participant’ and
type in the participant UUID;

¢ Remove a participant and choose a new participant. In this case, click on ‘replace
participant’ and choose the participants to be removed and/or added;

¢ Choose the participants to be withdrawn. In this case, click on ‘withdraw
participant’ and choose the participant(s) to be withdrawn from the drop-down menu.

Figure 54: set participant change details

Change of participants (PA-CHG)
@ > @ > Set participant change details

Set participant change details

Flease select the type of change and fill all required information.

particapa Replace participant Withdraw particpant

Add

Previous Cancel Mext

8.1.5. Grouping of asset in multiple market areas

Users who have assets related through mutual recognition and who wish to proceed with a
submission for an administrative, a minor or major change can choose to include one or some
of these assets in their application.

The screen will display two tables:

- The first table shows the concerned cases of the context case. A check box is provided
to each asset to enable the user to select at least one of the asset. The user must select
at least one asset number from the table.

- The second table displays the assets that are already included in the grouping
submission. Note that there is no check box to select those assets.
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Figure 55: Include asset in your grouped submission

@ Grouping of Assets in multiple market areas

Grouping of Assets in multiple market areas

The following Assets are mutually recognised with Asset DE-0( -0000. Select the assets for which admimistrative changes
through NA-RMNL should join the "In Progress” group of NA-RNL applications.
Asset number Market area Asset owner
LU-0006265-0000 Luxembourg Detia Freyberg GmbH
CZ-0009874-0000 Czech Republic Detia Freyberg GmbH
CZ-0010015-0000 Czech Republic Detia Freyberg GmbH
The following assets are mutually recognised with Asset DE-00( -0000 and administrative changes MA-RNL subrmitted in a group
are "In progress".
Asset number Market area Asset owner
LV-00C -0000 Latvia
GR-0M -0000 Greece
EE-00C -0000 Estonia
NO-00 ~0000 Norway

8.1.6. Select assets to include in the submission
a) To submit a batch of administrative change(s)

In this step, you are required to select the authorisations that are eligible for the submission.
You first need to search for specific assets. Define at least one search criteria in the ‘Search for
assets’ fields and click on ‘Search’.

Figure 56: search for the asset(s) to be included in the submission

Grouped submission of administrative change(s)

@ Select assets to include in the submission

Select assets to include in the submission

+ Search for assets

* Use the filters below and click 'Search'. See the results in the Assets list.
Asset type: MA = A H|::"E1t= expiring &
Family name: To: o}
Product name: Market area Please select
Trade name Company
UUIDYname:

£ Search @ Clear Confirm selection
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Based on your search criteria, you will be required to select the relevant asset(s) in the ‘Assets
list' and to ‘Confirm selection’ in the search for assets section.

Figure 57: Confirm selection

* Use the filters below and click 'Search’. See the results in the Assets list.

Assets expiring

Asset type: NA Sh UA from: @
Family name: To: o]
Product name: Market area: Please select =
Trade name: Company
UUID/name:
£ Search ¢ Clear Confirm selection

* Click on the checkboxes © select asset(s) and press on the Confirm Selection button
A 4 Pmducthuh’s‘tanue name Adtive substances Asset type & Expiralifn date Starltwrelr:ewal A s 3
< <

EU-0019519- . - N
Huwa-San Product Family  » Hydrogen peroxide SA 01/07/2028 25/12/2026 Active

EU-0019452- -
[v] 0000 HP_SP_1 + Brodifacoum sA 01/07/2027 28/12/2025 Active
FI-0019451-0000 ProductC1 = Abamectin MA 16/07/2021 13/01/2020 Active

Showing 1-3 of 3results  (1of1) Goto: 1[v] 14 | <1 n e | e Show: 5

The selected assets will appear at the bottom of the page, in ‘selected assets’.

Figure 58: verify the selected asset(s)

Select assets to indude in the submission

2 Titers bislow aned ek 'SEAren’. Se2 the rEsulls in the As

N sk i
tear il
To: | o]
Market area: Please select -
me: [«
A Search @ Clear Confirm selection
* Click on the checkboxes below 1o seiect sasel{s) and press on the Confirm Selection buttan

Asset number & Product/Substance name = Active substances Asset type 3 m Start renewal by & Asset status

EU-0019519-0000  Huwa-San Product Family - Hyfrogen peroxide sA at/07/2028 28712/2026 Active

EU-0019452-0000  HP_SP_1 « Brodifacoum sA 010772027 28/12/2025 Active

FI-0013451-0000  ProductC1 « Abamectin N 16/07/2021 13/01/2020 Active

Showing 1-3of3 resuns  (ter1)  Gates(1[v] (e e | @8 (55| snew: 5 [¥]

* For each asset in Selected assets an individuai Administrotiv ge apphcation will be submitted
il Asset number § Praduct/Substance name 5 Active substances Asset type 3 Start renews| by § Assel status 5
] EU-0019513-0000 Huwa-5an Product Family  Hydrogen peraige SA 1/07/2028 2911272026 Active
[w EL-0019452-0000 HE_SP_1 « Brodifacoum SA 01/07/2027 2871272025 Active

Showing 1-20f2 resutts  (1ef1) Gote: 1[v] [ e |lca | @8 (= o] snew: 5 [¥]

Note: for each selected assets, an individual administrative change application will be
submitted.
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b) Notification(s) for placing on the market

Define the market area and fill in additional field if necessary. Click on ‘Search’.

Figure 59: Search for assets

@ Select assets to include in

the submission

Select assets to include in the submission

~ Search for assets

Market area:

Please select =

* Use the filters below and click 'Search’. See the results in the Assets list.

Family asset number:
Family name:
Product name:

Trade name:

£ search &

Clear

Assets expiring from:
To:
Company UUID/name:

Confirm selection

Based on your search criteria, you will be required to select the relevant asset(s) in the ‘Assets
list' and to ‘Confirm selection’.

Figure 60: Confirm selection

Select assets to include in the submission

~ Senreh for ressis

Market Bres: Austria -

* Uze the filtéra balow and dick "Search'. See the redulls in the Assels fist
Family asset number:
Family name: Assets expiring from: | o]

Product name Ta: | (o]

Trade name | Cry

Ay UUTD name:
.
£ Search & Clear Confirm selection
¥ Click & the checkboxes below o select assei{s) and press on the Confirm Selection button
Asset Praduct/Substance Asset SN Start renewal | Asset status
L ot Active SUbStances Ehpe - ) 5
Aumber o nEme & date ¥ by & &
B2 prouet 1 * Lactic acid sa 01/05/2027  28/10/2025 Active
EU-0010702-
e Product 2 * Lactic acid A 01/05/2027  2B/1072025 Active
EU-0010702-
sk Product 3 o Lactic acid sa 01/05/2027  28/10/2025 Active
Showing 1-3f Jresults  (tot1) Gotor A[w] ||l | @8 = o show 5

Click on ‘next’ to move to the next step.
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Figure 61: select assets

reach asset in Sefected assels an individual Administretive change applicat will be submitted.

i hssEL fum ber ¥ Product/Substance name Active Substances Asgat type Start renewal by - hasat stBlus +

i EU-0010702-0001 Product 1 » Lactic peid SA 01/05/2027 28/10/2025 Active

B EU-0010702-0002  Product 2 » Lactic acid SA 01/05/2027 28/1042025 Active
Shawing 1-2of 2results  (Lof1) Gote: A[~] | e |l s | @B (= [ = | Show: (5 [¥]

—

8.1.7. Set submission details
a) Individual cases

The basic aspects of the submission are covered in this step and may include identifying the
asset owner, specifying the payment details, and selection of the evaluating authority, for
example. If you are unsure of the terms, please consult the ‘wizard tips’ box during the
application procedure.

Figure 62: set submission details

@ Set case owner details

Set case owner details

Case owner: The legal entity submitting the application
under Article 7 of the BPR. It may be the entity supporting
the active substance approval or a representative acting on

Flease start the submission process for your application by filling alf required information.

Case owner details

their behalf.
BRI S It is the case owner's contact details that will be provided
Company UUID: ECHA-2628df62-d4af-417e-950f-45bd87b3f7ae to data sharing inquirers following Article 62 of the BPR.

*Contact person: Select contact person - Please note: Case owner details are automatically filled in

as those of the logged in user.

Contact person: Select a contact person for the case from
the drop-down list.

R4BP 3 accounts management: Please refer to the
'ECHA Accounts Manual for Industry Users' in case you wish
to create, modify or delete a user account from R4BP 3.

Save Save & Close Cancel

b) Grouped submissions

The evaluating and concerned authorities sections are already automatically filled in. However,
you can update the company UUID for each case and provide a billing address and purchase
order for each submission.
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Figure 63: set submission details for grouped submissions

Set submission details

Please fill in the submission details.

Firlamd

ECHA-S¢3caa52-c507 448 4-86ch- 18022000059

Test-Industryllser

Denmark

ECHA-322cdSb0-c61&-47d(-8BM9-21 B3MBI5dded

Biocides Company

c) Submission of a batch of administrative changes and notification(s) for
placing on the market

You are required to define a contact person(s) for all your submissions. Click on ‘Apply to all’ if
the contact person and the purchase order apply for all submissions. Click on each asset
number to expand the list and provide a different contact person(s)/purchase order.
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Figure 64: set submission details for grouped submissions of administrative changes

Set submission details

Piease provide here the contact persan and purchase arder thal appily Ffor all submissionys) below.

Campany name: Test-Industryliser
Company LILILC ECHA-Dc3caa52-c5e7-4d84-B6ch- 18022000055 ¢
Contact persor Salact contEct perdon -

Peyment detais

Purchase arder:

Apply to Al
* Expand each asset in the below lisk and provide the mandatory ingut
II DE-0012119-0000  Hydrogrund Plus I
' FI-O012120-0000 Hydrogrund Flus 1

Note: the evaluating authority is a read only field.
In case you want to remove an asset, click on the relevant button:

Figure 65: remove an asset from the selection

Set submission details
Flease provide here the contact person and purchase order that apply for all submission(s) below,
Case owner details

Company name:

Company UUID: IUC5-

Contact person: Select contact person -
Payment details

Purchase order:

Apply to All

* Expand each asset in the below list and provide the mandatory input.

~ pe-ooos N
I Remove asset |

*Evaluating authority: Germany

8.1.8. Select additional market areas

For NA-MRG, you can select, where relevant, all the assets that you wish to merge at this step.
If some assets are not visible for grouping, you will need to make separate applications to
renew those assets. Please refer to the dedicated submission webpage for more details.



http://echa.europa.eu/support/dossier-submission-tools/r4bp/submit-applications-for-national-authorisation
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Figure 66: select additional market areas

Select additional market areas, with linked assets

@Germany

Austria

Switzerland

8.1.9. Set case owner details

The case owner details will be automatically filled in as those of the logged in user. However, a

contact person(s) must be specified.

If you wish to modify your user information details or contact list of the legal entity, please
click on either your username or company name. For further instructions refer to the ECHA

Accounts manual available on the ECHA website.

Figure 67: set case owner details

@ > Set case owner details

Set case owner details

FPlease start the submission process for your application by filling all required information.

Clcompany
ECHA-cc877547-eb2d-4119-9873-c709fc02fcls

-

Save Save & Close Cancel

8.1.10. Enter the active substance details

MNext

This step, relevant for submission for declaration of interest to notify, allows you to fill in the

active substance name and to choose the product type for the prospective approval.

If applicable, you are also required to enter the EC and CAS number.


https://echa.europa.eu/support-echa-accounts-and-eu-login
https://echa.europa.eu/support-echa-accounts-and-eu-login
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Figure 68: enter active substance details

@ > Enter active substance details

Enter active substance details

Flease fill in the active substance detsils.

PT-01 - Human hygiene

PT-02 - Disinfectants and algaecides not intended for direct application to humans or animals o
PT-03 - Veterinary hygiene
PT-04 - Food and feed area
PT-05 - Drinking water
PT-06 - Preservatives for products during storage
PT-07 - Film preservatives
PT-08 - Wood preservatives
PT-09 - Fibre, leather, rubber and polymensed matenals preservatives v
PT-10 - Construction matenal preservatives
Previous Save Save & Close Cancel Next

8.1.11. SME reduction

In this step, you may fill in a SME decision number. A fee reduction for some application types
may exist for small or medium sized enterprises (SME) provided certain conditions are met.

For more information concerning SME fee reductions under the BPR and how to apply to have
your SME status recognised for certain applications, refer to the dedicated page SME fees
under the BPR on the ECHA website for full details.

Figure 69: Set SME decision number

@ > @ > Set SME decision number

Set SME decision number

small and medium-sized enterprises established in the European Union can benefit from reduced fees under the BPR provided that certain
conditions are met. If SME status has been recognised by ECHA, then include the SME asset number in this step, or go straight to ‘next’.

Previous Save Save & Close Cancel Next

8.1.12. Upload dossier

If a dossier is required, you need to ‘Browse’ your local environment to be able to upload it
into the system.


http://echa.europa.eu/support/small-and-medium-sized-enterprises-smes/sme-fees-under-bpr
http://echa.europa.eu/support/small-and-medium-sized-enterprises-smes/sme-fees-under-bpr
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Note that all dossiers should have been created using IUCLID 6 (.i6z). For full technical
assistance on how to prepare a IUCLID dossier and enter data into the fields that are of prime
importance, please refer to the BSM ‘How to prepare a biocides dossier’.

Note that R4BP 3 will warn you if you try to submit a dossier that fail to pass technical checks.

Figure 70: upload a dossier

@ > @ > @ > Upload dossier

Upload dossier

Please upload below your file which contains your dossier (your file should have been created using IUCLID 6 and have an extension .i6z).
FPlease make sure that you don't upload encrypted/password protected files.

Mo file(s) found. Please choose a file to upload.

4 Browse Upload Cancel

Previous Save Save & Close Cancel MNext

8.1.13. Upload SPC

Where relevant, a summary of product characteristics may be required for an application. It is
mandatory for the SPC to be in .16Z format to be handled by R4BP 3.

For technical assistance on how to prepare create an SPC in IUCLID, you may consult the BSM
‘Technical guide: How to prepare a biocides dossier’.

a) Individual submissions

Click on ‘upload’ to be able to upload your SPC file. The market area defined in the SPC must
match the selected competent authority of the concerned Member State.

If you are submitting an application related to a biocidal product authorisation that has already
been granted, the type of SPC (e.g. single product, product family or product family member)
must be the same as the one submitted for the related asset;

Figure 71: Upload SPC

@ > @ > @ > @ > Upload SPC

Upload SPC

Please upload below your SPC (summary of product characteristics) file that is required for your spplication.

Ed

BG-Bulgaria CZ-Crech Republic
MNo SPC uploaded

+ Browse Upload Al Cancel Al

Previous Save Save & Close Cancel Next


http://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
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You are allowed to upload SPC files in any languages accepted by the respective competent
authority of the concerned Member State. If you upload multiple SPC files with different
languages, you will be required to select a master language. To select a master language,
tick the box.

Figure 72: Select master language

Upload SPC

Flease upload below your SPC (summary of product characteristics) file that is required for your application.

BE-Belgium
i @ @ fr

-

=]

HP_SP_1 @ -

=]
=]

+ Browse

b) Grouped submissions

The market area is defined in the SPC and must match the selected competent authority of the
referenced and concerned Member State(s). ‘Browse’ your local environment and ‘upload all’
relevant files. Alternatively, you can filter by market area and upload the SPCs one by one.

Figure 73: Upload SPC

Upload SPC

FPlease upload befow your 5PC (summary of product characteristics) file that is required for your application.

Authorisation number{s)

Filter by market area @

DE-0015234-0000 ﬂ
FI-0019232-0000 E
EE-0019233-0000 ﬂ

% Browse Upload A Cancel A

Figure 74: Upload SPC

& Browse F Upload A @ Cancel all

DIK_SPC_product-NTX.i6z 295.1 KB ¥

FI_SPC_product-NTX.i5z  295.1 KB x

You are allowed to upload SPC files in any languages accepted by the respective competent
authority of the concerned Member State. If you upload multiple SPC files with different
languages, you will be required to select a master language. To select a master language,
tick the relevant box.
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Figure 75: Select master language

Upload SPC

Pleass umaad below pour SPC (summary of prodoct eharaclerialics) fie thal i rédeirad fov your apglicalion.

FI-Finland DK-Crenmark EE-Estonia
en | i@ @ nl@ G en | @ G en | §
ProguctCl | @ ¥ ] . i Y ] ¥ L]
* Browse
®

I The system will display a warning message if you try to submit an NA-APP, NA-MRP or
NA-MRS case while an ‘in progress’ or ‘suspended’ application with the same product or
family UUID in the same market area is running in the system.

¢) Submission of a batch of administrative changes(s) and notification(s)
for placing on the market

Click on ‘Browse SPC(s)’ to be able to upload any SPC files corresponding to the assets for
which administrative change(s) (if you are submitting a batch of ADC) or notifications for
placing on the market (if you are submitting a batch of SN-NOT) will be submitted.

Figure 76: Upload SPC(s)

Upload SPC(s)

Upinad SPC {Summary af Product Characterislics) Fles. Makch SPC file to the carvesponding asset.

Autharization number]s)

Filtar b
EU-0010702-0001 [ ]
EU-0010702-0002 [}
& Browse

8.1.14. Upload other files

a) Individual submission

All files that support the application and were not uploaded in the dossier should be
included at this step. For many application types, ECHA requires additional supporting
documentation to enable the correct handling and processing of your application.

You can visit the ‘Supporting documents’ page from ECHA’s website for the full list.

Once you have uploaded your documents, select the relevant type. It can be a general
document, an agreement or a document Il1-A related to the dissemination process.


http://echa.europa.eu/web/guest/support/dossier-submission-tools/r4bp/supporting-documents#other-documents
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Figure 77: Select the document type

@ > @ > @ > @ > Upload other files

Upload other files

Please upload any additional documents you would like to submit with your application

Select doc type ~ | Select language - IUC5.docx

Select doc type
Agresment cancel A
| General

Document III-A

Previous Save Save & Close Cancel Next

b) Submission of a batch of administrative changes and simplified authorisation

Each uploaded document must be assigned to an asset. To assign the document click on
‘Assign to submission(s) and select the doc type, and the language from the drop-down lists.

Figure 78: submission of a batch of administrative changes

Upload other files

Flease upload any additional documents you would like to submit with your application

[=]]

Assign to submission(s) = Select doc type ¥ | Select language - testest.docx

UA | EU-0017114-0000 | HP_SP_1 | Brodifacoum |
NA | BE-D017094-0000 | HP_SP_1 | Brodifacoum |

18 Mames shoud Aot ConTaIn Epecial CRAracters Wi

8.1.15. Confirmation of submission

Following the submission of your application, an on-screen message will be visible containing
instructions you are required to follow to ensure your application will be accepted for
processing, for example, in cases where a resubmission may be required. Additionally
information related to your submission will be displayed. A submission number is automatically
assigned to your case and consists of a case number with additional digits. The last digit
indicate the number of submissions that the case has undergone, i.e. the /1’ indicates that
this is the first submission. If you do not receive this post-submission message, your
application has not been submitted correctly and you will have to start the application process
again.

You can monitor the progress of your case by searching for the specific case and messages
related to the case by using the case humber, so ensure you take note of this number.
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8.2. Save an application in the submission wizard

Excepted for applications of PA-CHG type, users are allowed to save their application
before submitting it to the Authorities.

Figure 79. Save an application

Previous Save Save & Close Cancel

Depending on your application type, this feature will be visible:

- In the ‘Grouping of Assets in multiple market areas’ step for grouping
applications NA-ADC/MIC/MAC/RNL;

- For a standalone NA-APP case as well as for a NA-APP with concerned NA-MRP
cases (grouping submission), the user can save the application in the "Select
authorities" step;

- For NA-BBP and NA-BBS cases that include a context step (reference
case/asset to be provided), the users will be offer the possibility to save their
draft in the "Set submission details" step;

- For a NA-MRG case, it is available in the "Set market areas" step;

- For all other cases that do not include a reference step and are considered
standalone, this feature will be visible in the "Set case owner details" step.

If you want to edit your drafts (resume or delete them), click on the ‘NEW APPLICATION’ tab
and visit the ‘Edit applications saved as drafts’ section. Click on ‘view all applications’ to get
access to all your saved drafts.

Figure 80: Edit your drafts

r‘ ' H A MESSAGES ASSETS NEW APPLICATION

EUROPEAN CHEMICALS AGENCY

You are C1 on behalf of Clcompany (FI) ~

Recent applications saved as draft (click here to view the entire list of applications saved as draft)

Draft1, Last modified: 27/08/2018, 15:00:38

You can edit your draft (double click on the application name) or delete it (click on the trash
icon).

Figure 81: Draft or delete your draft(s)

My draft applications

Application Name Case Type User Name Date Created Last Updated Action My draft applications shows all the applications that have been initiated and saved as
drafts.
Application 1 AS-APP Biocides 23/04/2018 23/04/2018 T
Applications displayed in My draft applications are not submitted as cases in R4BP3 and
do not have case numbers allocated.
Showing 1-1 of 1 results {1ofl}) Goto: 1 14 || <4 G ¥ | w1 Show: 15
The competent authority is not aware of the applications displayed in My draft
applications list.

Click on the chosen draft application and provide all the necessary information before
submitting the application.

Use T to Delete any draft application that will not be submitted to the relevant authority
anymare.
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9. Monitor your submission

It is the case owner’s responsibility to monitor the status of a submission and
receive/react to requests from the Authorities, therefore correct and updated contact
person(s) must be also defined in your legal entity contacts list and in the relevant case in
R4BP3.

In addition, the case owner contact person(s) defined in the case will receive e-mail
notifications when there is important information to consider or actions to be taken, and status
of a case has changed. These may include receiving invoices, requests for resubmission
and additional information, reminders, or information about the case e.g., moving in the
workflow to a next step. This will lead to the efficient processing of the application.

9.1. Ildentify your submission status through the ‘CASES’ tab

After selecting the ‘Cases’ tab, you can use the following options to monitor the status of your
submission:

e The ‘Case status’ in my cases list
e The Case details page
e The ‘Events history’ sub tab

¢ The ‘Reference details’ sub tab

9.1.1. ‘Case status’ in my cases list

Select the ‘CASES’ tab in the toolbar and search for your case. The corresponding case records
and their statuses are displayed in ‘My cases list'.

e In progress: your submission is being processed. You may be required to resubmit
your dossier and/or provide additional information.

e Closed- Approved: your submission has been accepted by the European Chemicals
Agency (ECHA). No further action is required.

e Closed- Rejected: If the payment has not been received by ECHA by the due date,
you will get the following message: ‘Case rejected by ECHA’. This mean that your
payment has not been received in due time and your application has not been
accepted for processing and it will not be forwarded to the relevant Authority.

e Closed- Not approved: your submission has not been approved by the authority due
to the quality of the provided data.

e Closed- Terminated: The European Chemicals Agency (ECHA) has terminated your
case; consequently your application will not be processed further. You may submit a
new application which will receive a new case number. The new application will have no
link to the application that was terminated.

e Closed — Withdrawn: The case has been withdrawn by the case owner or by ECHA per
the case owner’s request; consequently the application will not be processed further.
You may submit a new application which will receive a new case number. The new
application will have no link to the application that has been withdrawn.

e Suspended: your case has been suspended by ECHA.
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Figure 82: Case status in 'case list’

My cases list

Case number Product/Substance name % Active substances Product type(s) Case type & Evaluating authority & Case status &

= Acrolein . PTO3

BC-VV042368-99 NE W Family = Basic Copper carbonate R UA-APP MSCA-Estonia 24/08/2018 In Progress
* Abamectin
* Abamectin « PTO2

BC-XB042365-43 Family s Acrolein . PTO3 EE-APP MSCA-Switzerland 23/08/2018 In Progress
= Basic Copper carbonate
* Abamectin o TER

BC-YW042364-02 Family = Acrolein « PTO3 EE-APP MSCA-MNorway 23/08/2018 In Progress
* Basic Copper carbonate

9.1.2. Case details page

Alternatively, you can find the case status in the case details page.

Figure 83: Case status in the case details page

Implementation of Union authorisation in EEA countries and Switzerland (EE-APP): BC-XB042365-43

IC':SE status. In Progress I Product information
Evaluating authonity: MSCA-Switzerland Family name: Family
Submission date 23/08/2018 PTO2, PTO3
Completed on: - * Abamectin
Active substance(s): = Acrolein
* Basic Copper carbonate
 Actions

9.1.3. ‘Events history’ sub tab

Search for your case and once you have gained access to your case, click on the ‘Events
history’ sub-tab in the case details page. It will provide you with a list of all the actions the
case has gone through to date

(e.g. format check passed, invoice sent, etc.).

Other useful information, such as all submitted documents or financial related documents, can
be viewed in under the sub-tabs, e.g. ‘Documents’ or ‘Financial management’ tab.

Figure 84: Events history sub tab

Active substance evaluation under Regulation {EU} No 1062/2014 (Particdpant) (AS-EVA): BC-AJ042354-53

In Progress

v: MSCA-Finland Pyrethrins and Pyrethroids

21/08/2018 PT1B
1356
232-319-8
8003-34-7

Create new case ¥ Actions
E [ | partic ) | oossiers | Sl Events history | [ e [ s |
1 1

* The events history displays Communication and System events, occurred from initial submission to final decision for a case.
+ Default sorting is by event date (newest on top)

Date & Step Subject Sender
24/08/2018 16:34:01 Invoicing Inveoices or credit notes sent [AEV-C-1330573-35-00/F Mgency
21/08/2018 16:57:43 Commission Decision Commission decision started, due by 19/11/2018
21/08/2018 16:57:42 ECHA Opinion Opinion submitted by ECHA [AEV-C-1330496-25-00/F] Agency
21/08/2018 16:54:33 ECHA Opinion ECHA Opinion started, due by 18/05/2019

21/08/2018 16:54:33 Evaluation Case evaluated by MSCA [AEV-C-1330495-30-00/F MSCA-Finland
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9.1.4. ‘Reference details’ sub tab

If your application is based on another, you may wish to identify the status of the reference
case. In this case, select the ‘Reference case’ sub-tab in the case details page.

Figure 85: Reference details sub-tab

Reference aseel

NO-00( i-0000

Active

Reference case

In Progress

MSCA-Ireland

9.2. Ildentify your submission status through the ‘ASSETS’ tab

After selecting the ‘Assets’ tab, you can use the following options to monitor the status of your
submission:

¢ The ‘Asset status’ in the assets list
e The Asset details page

9.2.1. ‘Asset status’ in the assets list

Select the ‘ASSETS’ tab in the toolbar and search for your asset. The corresponding asset
records and their statuses are displayed in ‘Assets list’.

e Active: your asset is active. Depending on your asset, you can perform some specific
type of action such as initiating a new case, initiating a delegation, a nomination or a
transfer.

e Expired: the validity of your asset has expired. You are not allowed to perform any
action (e.g. initiating a new case from this asset).

e Cancelled: your asset has been cancelled. You can still view your asset details but
cannot perform any action anymore. Note that if you have initiated a new case from
this asset while it was still valid, the decision making authority will not approve the
pending case.

o Revoked: your asset has been revoked by the Authority. Consequently, you are not
allowed to perform any kind of action on your asset.

e Inactive: if the validity date of the asset has not been reached yet.
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Figure 86: Asset status in ‘asset list’

Assets list

Asset number ¥ Product/Substance name ¥ Active substances Product type(s) Asset type T @ Start renewal by % Asset status T
* Abamectin
. . = PTOZ -
EU-0019841-0000 Family * Acrolein . PTO3 UA 11/08/2023 07/02/2022 Active

* Basic Copper carbonate

* Abamectin
EU-0019841-0003 Product = Acrolein = PTO3 uA 11/08/2023 07/02/2022 Active
* Basic Copper carbonate

= Abamectin
EU-0019841-0001 Product 1 * Acrolein + PTO2 UA 11/08/2023 07/02/2022 Active
s Basic Copper carbonate

* Abamectin
EU-0019841-0002 Product 2 * Acrolein + PTOZ UA 11/08/2023 07/02/2022 Active
s Basic Copper carbonate

9.2.2. Asset details page

Search for your case and access the case details page to find the asset status.

Figure 87: Asset details page

| Rsset status Active | Product

Family Fami
Market area European Union oty = ey
valid from: 23/08/2018 fre &3
- - Abamectin
o 11/08/2023 D e

- Basic Copper carbonate
case number BC-YG042362-38

Clcompany

ECHA-cc877547-eb2d-4119-9873-¢709fc02fc1s

Create new case @

9.3. ldentify latest events concerning your submissions through the
‘EVENTS’ tab

Select the ‘Events’ tab in the toolbar. Default events list shows all the events that have
occurred (after the date when the feature was implemented — February 2022) and are listed in
descending order (latest first). If you want to search for a specific event, in the ‘Search for
events’ table, fill in some search criteria.

You may export the events list for your further analysis or monitoring purposes to excel file by
clicking ‘Export (.xIs)’.

9.3.1. Monitor your submission step in the events list

Submission step, from the event was triggered, can be found in the ‘Events list’ in ‘Step’
column. In the ‘Subject’ column, the nature of the event is described.

Figure 88: ‘EVENTS’ tab

TASKS MESSAGES CASES ASSETS EVENTS NEW APPLICATION
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You are testBIO on behalf of Biocides industry (FI) +

Event date from 01/08/2022 | @ Case number:
To o] Case type: Please select -
Evaluating authority: | Please select - Case status: In Progress .
p Active Substance:
Please select = Product Name:
Step: Please select - I}
£ Search ¢ Clear Export (.xls) *Please select one or more of the filters above in order to find event(s).

E Case number & Case type & Active substance Product/Substance name Step Subject & Sender
30/08/2022 BC-KC075200-63 TE-APP - - Format Checks Resubmitted [TAP-C-1570185-21-00/F] [BC-KC075200-63/8] Biocides industry
25/08/2022 BC-KCO75200-63 TE-APP - - Format Checks Resubmit information started, due by 08/09/2022
25/08/2022 BC-KC075200-63 TE-APP - - Format Checks Resubmission requested [TAP-C-1570186-21-00/F] Agency
25/08/2022 BC-KC075200-63 TE-APP - - Format Checks Incorrect dossier template 01eS8e6c-5de6-444f-0089-2baB1e7cache
25/08/2022 BC-KC075200-63 TE-APP - - Format Checks Resubmitted [TAP-C-1570185-22-00/F] [BC-KC075200-63/7] Biocides industry
25/08/2022 BC-KC075200-63 TE-APP - - Format Checks Resubmit information started, due by 08/09/2022
25/08/2022 BC-KCO75200-63 TE-APP - - Format Checks Resubmission requested [TAP-C-1570185-22-00/F] Agency
25/08/2022 BC-KC075200-63 TE-APP - - Format Checks Incorrect dossier template 01e98e6c-5de6-444f-9085-2ba81e7cache
25/08/2022 BC-KC075200-63 TE-APP = = Format Checks Resubmitted [TAP-C-1570184-23-00/F] [BC-KC075200-63/6] Biocides industry

9.4. Identify your submission status through the ‘MESSAGES’ tab

Messages showing the progress of each case will be sent to the case owner's R4BP 3 message
list, accessed via the ‘MESSAGES’ tab, after each processing step. During the processing of an
application, authority users will send messages to the case owner, providing information
concerning the status of the case or requesting additional information.

9.4.1. Search for a message
On the toolbar, click on ‘MESSAGES’.

Figure 89: '"MESSAGES" tab

TASKS MESSAGES CASES ASSETS EVENTS NEW APPLICATION

When you select the ‘MESSAGES’ tab, a default search will cause all the messages you
received in the last year to be displayed in the ‘Message list’. If you want to search for a
specific message, in the ‘Search for messages’ table, fill in some search criteria.
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Figure 90: 'Search for messages’

Search for messsges
Fleaze selact w g

Recsivad v o
Plepse selact o e

Plegse enler a4 minimum three charachers Pleass salect

Please select Please entér a minimurm three chargcters

Pleese enter & minimum three characiers

00,

Please entér & rminimum three charechers
o]

e

o]

Pleese enter & minimum three characiers

Plepse enler a minimurm three characters

o000e®

Please select

A Search (i) Claar

1. ‘Sent/Received’: Search for sent or received messages. Note that only one selection can
be provided at a time.

2. Sender: Use the drop-down list to select the sender(s) of any received messages.

! If the sender ‘Industry’ has been selected, an additional field called ‘Company

UUID/name’ will appear and allow you to search for a specific Industry UUID or Industry
name.

Figure 91: Enter the Company UUID/name

Industry

Please enter @ minimum three characters

3. Status: Filter by read or unread received messages.

4. Archived: Archived messages are removed from the Inbox list. Tick the box to search for
sent or received archived messages. Note that archiving sets a tag to all users of the legal
entity. Other users in the same legal entity would also see the communication tagged as
archived.

5. Case number: Type the Case number from the context of which a message was received
or sent.

6. Message topic: Use the predefined drop-down list of topics to search for a specific
message.

7. Case type: Select one or many case types from the drop-down list.

8. Message subject: Type in a message subject to search for specific sent or received
messages.

9. Active substance: Enter the active substance name that is linked to a specific case from
the context of which a message was received or sent.

10. Message number: enter the unique communication number assigned to the message. Any
message sent by authority users will be assigned with a unique number to identify the
message, i.e. a ~Communication number” or a ~Decision number”.

11.Product- Family name: Search for a specific product or family name.
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12. Date received from/to: Filter by specific dates.
13. Trade name: Enter a specific trade name.

14.Product type: Select a product type from the drop-down list.

February 2024

|
remove the selected criteria.

9.4.2. Message list

! R4BP 3 will retain your selected search criteria. Press the &  ©lear

button or logout to

When you have entered the search criteria, click on ‘Search’ so that the corresponding
messages are displayed in the ‘Message list'.

Figure 92: 'Message list'

Search for messages T

Received s

Please select =

Please enter a minimum three characters

Please select

Please enter a minimum three characters

Please enter a minimum three characters

Please enter a minimum three characters

Industry -

Please enter a minimum three characters

Please select -

= Please enter @ minimum three characters

Please enter a minimum three characters

o]

o]

Please select -

B Archive
Sender Topic: Subject Case number Product/Substance name %
— Invoicing:Invoices or credit notes
B a BCEP042351-43 Product1 24/08/2018
s sent [NM5-C-1330575-07-00/F] rocu Y
<z Invoicing:Invoices or credit notes .
= Agency sent [ARNC 1330574 15-00/F] BC-VR042355-14 Peracetic acid 24/08/2018
— I ing:Invoi dit nots
B2 Agency [UOICINQLNVOICES OF CTECILIOIES g0 p1043354-53 Pyrethrins and Pyrethroids 24/08/2018

sent [AEV-C-1330573-35-00/F

icons indicate that the message has been read.

k

" icons indicate that the message has been left unopened.

The " “™*  button allows you to archive any message. Tick the box next to the relevant

message and press ‘Archive’. Notice that all archived messages will disappear from the general
inbox.

If you want to ‘unarchived’ a message, tick the ‘Archived’ box in the searching panel and
press the ‘Search’ button.
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Figure 93: Search for an archived message

Search for messages

d: Received - Sender: Please select -

Please select -

Please enter a minimum three characters Message topic Please select -
Please select - Message subject Please enter a minimum three characters

Please enter a minimum three characters Please enter a minimum three characters

Please enter a minimum three characters

o]
Trade name: Please enter a minimum three characters To: o]
Product type: Please select -
£  Search @ Clear

You will be able to unarchive the message from the message page. See section 9.3.3. for
additional information.

9.4.3. The message page

Once you have click on the ‘Topic: Subject’ hyperlink, you can access the message page. From
the message page, you can perform certain actions.

9.4.3.1. Print communication

If you need to save the message on your local desktop, click on ‘Print communication’.

Figure 94: Print communication

Dossier UUID initial

I |3 Print Communication I

B Unarchive

9.4.3.2. Unarchive a message

An ‘unarchived’ button will offer you the possibility to unarchive the message and move it back
to the general inbox.

Figure 95: Unarchive a message

Communication Details

NMS-C-1330575-07-00/F
BC-EP042351-43

Product1

1B print Communication

Message

rom Agency
To. Clcompany read by C1 on 24/08/2018, 17:26
Sent date: 24/08/2018, 17:22

Invoicing : Invoices or credit notes sent [NM3-C-1330575-07-00/F]

ECHA has update the Financial Information related to the case. Please check the Financial Management tab of the case to see all updates. You need to pay the ECHA invoice by the due date indicated on the
invoice otherwise the application will be rejected. The payment due date for all ECHA invoices is 30 days from the date the invoice was sent to you in R4BP 3.
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9.4.3.3. Reply/Reply all

If you are required to reply to a communication, you will have the possibility to reply from the
message page. Click on ‘Reply all’ or ‘Reply’ (if you need to address your communication to
some parties only) to start a new adhoc communication.

Figure 96: Reply/ Reply all

| - Foeply * Replyal

Faply Message +

Once you have replied to the communication, your message will be visible in the ‘Reply
Message’ section.

Figure 97: The Reply message section

General : Lupsmboura Ua, pdf

If you need additional information on the messaging functionality, please see section 10.
Messaging the Authorities.

! Note: The Reply/Reply All buttons are visible for the very last message of the thread.

9.4.4. Progress status messages

You can identify the progress of your submission via the ‘topic: subject’ tab. It indicates
whether your application has been accepted or not and if you need to resubmit your
application.

9.4.4.1. Applications accepted by ECHA

Format check message: If your application (case) passes the initial processing steps (e.g.
file format and business rule confirmation), a ‘Format check’ message will be sent to your
message list.

Figure 98: Format checks messages

Format Checks:-Submission format verified
HBS- F]
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Submission ‘accepted’ message: If the ECHA invoice (where relevant) has been paid by the
due date, a ‘Submission’ message will be sent to your message list. Clicking the hyperlinked
subject under the ‘Topic: Subject’ column will open the Communication Details window which
diplays the communication number, or decision number if it is a final decision, the case type
abbreviation code and number, the Product/Substance name (where applicable) and the
message(s) sent or exchanged by the appropriate users.

Figure 99: Invoicing messages

Invgdcing:-Invoices or credit noles senl [NMS-

After receiving these messages your application is considered ‘accepted’ by ECHA and will be
forwarded to the appropriate evaluating Authority.

The relevant Authority will relay the final decision/outcome of the case (e.g. granting a BP
authorisation or approving an AS) to the case owner through R4BP 3 in due course, in
accordance with the BPR.

Figure 100: Case approved

Evaluation: Cage spproved by aulthorily [NMP-

1

|  MSCA-Germany

9.4.4.2. Applications rejected by ECHA

If your application (case) does not meet all of the requirements laid out in the BPR, your
application will be rejected. There are a number of reasons for a case to be rejected, for
example an invoice not paid by the due date, files not provided in the correct format or data
missing.

Format checks message: If your application (case) does not pass the initial processing steps
(e.g. file format and business rule confirmation), a ‘Format check’ message will be sent to your
message list. Open the message to identify the problem in your submission.

Figure 101: File format checks failure

Case ‘not approved’/ Case ‘rejected’: If your application is not approved or has been
rejected, you will receive a message informing you of the processing step your application was
stopped. The message will inform the case owner of why the case was not approved and how
to proceed. This may involve submitting a new application.

Figure 102: Message for not approved applications

MSCA-Austris

9.4.4.3. Resubmission messages

Notification of requested resubmission/information are available via the ‘MESSAGES’ tab.
Figure 103: Message for resubmission

Evaluation : Resubmission requasted [NMP-C-

|

MSCA-Switreriamnd

Open the message to read the content and click on the hyperlink to trigger the resubmission
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wizard. To ensure an application can be processed correctly, you may be required to complete
task items assigned by authority users. For additional details on resubmission tasks please see
section 9.4.

Figure 104: Resubmit information

Communication Details

ﬁf“l",:_'." cetion UAP-C-1330570-32-00/F
UA-APP BC-WW042368-99

Product/Substance

name:

Family

12 print Communication

Reguest Message

From Agency

To Clcompany read by C1 on 24/08/2018, 17:29
Sent date: 24/08/2018, 10:44

07/09/2018, 23:59

Format Checks : Incorrect dossier template 59a1c651-3025-4565-boaf-8f80e0a5a3d0

“fou submitted a dossier that is not a biocidal product dossier. You are requested to create and resubmit a
new dossier, using the dossier template 'BPR. Biocidal product application’. Biocides Submission Manual
"How to prepare a biocides dossier” describes in details the different functionalities in IUCLID:
https://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals.

If vou have a specific concern about this issue, you can contact the ECHA Helpdesk using the contact form
at https://echa.europa.eu/contact.

Dossier UUID: 59alc651-3025-4565-b6af-8f8020a5a3d0

Related Taskd:Resubmit information |

9.5. Resubmission: authority requested task item

Resubmission tasks are available under the ‘TASKS’ tab. They are initiated by the authority in
order to require additional information.

Figure 105: 'TASKS' tab

TASKS MESSAGES CASES ASSETS EVENTS NEW APPLICATION

Depending on the application type, there are two possible task items you may be required to
complete; ‘Resubmit information’ task or ‘Reply to communication’ task.

Task items are assigned with a deadline for completion; not completing a
task item may lead to your application being rejected. The task will expire and you
will not be able to complete it. Therefore, it is advised to regularly check your task
items in R4BP 3.
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Figure 106: Expired task

Request Message

Agency

Clcompany C1 on 27/08/2018, 15:11
21/08/2018, 17:55

24/08/2018, 23:59 expired

Note that the resubmission deadline can be extended per your request; it is
therefore recommended that you contact the relevant evaluating authority to ask
for an extension.

9.5.1. Searching for a task

You can search for ‘Resubmit information’ or ‘Reply to communication’ tasks via the
‘TASKS’ tab. A default search will cause ‘All open tasks’ to be displayed in the ‘Tasks list’.

If you want to search for a specific task, in the ‘Search for tasks’ field, fill in some search
criteria:

Figure 107: Searching for a task

o All open tasks - o

9 Please select - Please select - e
9 Due date ~ | From: @ | To: ® e

9 Please select S

G Please select

£ Search @ Clear Export (.xls)

1. Task status: filter by whether the task is:
e Completed’ - the task has either been concluded or the task has expired and is no
longer available for completion;
e ‘Overdue’;
e ‘Claimed by me’;
o ‘All open tasks’ — tasks that are yet to be claimed and completed.

2. Task name: a ‘Resubmit information’ task will require you to upload a new dossier.

A ‘Reply to communication’ task may require you to provide a reply or attach additional
documents.

3. Dates: tasks can be searched by the ‘Due date’, the ‘Creation date’ when the authority
user created the task, the ‘Case submission date’ when you submitted the application
related to the task and by the ‘Completion date’ for completed tasks.

Note that the task item must be completed by the due date or it will expire.

4. Task number: enter the unique number assigned to the task.

5. Evaluating Authority type: select from either MSCA or Agency

6. Evaluating country: only active when the criteria “Evaluating authority type” has been
selected.
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7. Case number: enter the unique number assigned to the case.

8. Case type: select the application type submitted (e.g. UA-APP - Union authorisation,
NA-APP - national authorisation, etc.), from the drop-down list containing all available case

types.

9. Product name: for application types related to biocidal products, enter the complete
product name.

10. Active substance: for application types related to active substances, enter the common
name.

11. Search: click on search once you have filled in some criteria

12. Clear: R4BP 3 will retain your selected search criteria. Press the = 3 putton or
logout to remove the selected criteria.

13. Export (.xIs): You may wish to export your search results for future reference. Clicking
the ‘Export (.xIs)’ button ( Exporyfxds) ) will open a .xls file with the specific search
results you have preselected.

You can generate different .xls files depending on your preferred search criteria and by
sorting the search results under ‘Tasks list’ by ~Task name, ‘Case number’,
‘Product/Substance name’, ‘Case type’, ‘Submission date’, ~Due date” or ‘Task status’.

9.5.2. Tasks list

When you have entered the search criteria, click on the ‘Search’ button and the corresponding
tasks are displayed in the ‘Task list'.

The ‘Tasks list’ can be sorted by clicking on any of the parameters presented at the top of the
list such as.

Figure 108: Task list

Task name % Case number % Product/Substance name % Active substances Case type Evaluating authority Submission date ¢  SRIERCER —E| Task status &

Resubmit information )  BC-W042368-99

Showing 1-1 of 1 results (1 of1) Goto: 1[v] @ Show: 15[w]

1. Task name: outlines the type of task (e.g. resubmit information). The task name is a
hyperlink which, when clicked, opens the task item.

2. Case number: clicking on the case number hyperlink opens the corresponding ‘Case
details’ page is displayed.

3. Product/Substance name: for application types related to biocidal products in which the
product name was provided in the designated field of the submitted dossier.
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4. Active substances: for application types related to active substances in which the
common name was provided in the designated field of the submitted dossier.

5. Case type: sort tasks by the case type in alphabetical order.

6. Evaluating authority: outlines the Member State which is evaluating the application.

7. Submission date of the application: sort tasks by the submission date.

8. Due date for task completion: by default the task list is sorted according to the due
date.

9. Task status: tasks can have the following statuses:

‘Unclaimed’: all open tasks created and not yet claimed in order to be completed by a
specific user.

‘Claimed’: claimed by a specific user in order to complete the task actions.

When opening an ‘Unclaimed’ task, the task is automatically assigned to you and its
status is changed to ‘Claimed’.

‘Claimed’ tasks can be edited, completed and saved only by the claimant.

If you close the claimed task without completing any of the task actions, its status is
automatically changes back to ‘Unclaimed’.

‘Completed’: when the claimant of a task performs the task actions and completes the
task, its status changes to ‘Completed'.

The task is now considered closed; you can view the task details, but cannot perform
any further actions.

‘Expired’: when a task has not been completed by the due date, its status
automatically changes to ‘Expired’.

The task shall be labelled as ‘Expired’ and will no longer be editable. The task shall be
recorded as not completed on the authority side.

Note that this may lead to your application being rejected or initiate further evaluation
to be carried out on your application.

t When the due date for completion of a task is approaching, an exclamation mark O will
appear next to the task name.

9.5.3.

‘Resubmit information’ task and the resubmission wizard

If any information needs to be resubmitted, a ‘Resubmit information’ task will be generated
and assigned to the case owner of the corresponding case. There are a number of
reasons for these tasks to be generated by the evaluating authority or by ECHA

(e.g. failure of the file format check).

A detailed explanation of what is required can be viewed in the task item itself, in the
‘Requested information’ section.

To address the task, click on ‘Start resubmission’. This will trigger the ‘resubmission wizard’ for
the original application.
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Figure 109: 'Resubmit information' task item

@@ Resubmit information

Resubmit information

TASK-12191B42

26/07/2018 Claimed
Account Test 26/07/2018

o 09/08/2018

Q

MNAP-C-1327815-30-00/F

BC-GHO41610-58/1

Format Checks

Incorrect dossier template 206e4126-23e6-4a609-Bd63-915e0eB3d249

ifou submitted & dossier that is nat a biocidal product dossier. Yeu are requested to create and resubmit 2
new dassier, using the dossier template 'BPR Biocidal preduct application’. Biocides Submission Manual
How Lo prepere & biocides dossier” describes in details the different functionalities in IUCLID:
hitps://echa_europe.eu/suppert/dossier-submission-toals/riby/biscides-submission-manuals

If you have a specific eoncern shout this igue, you ean tontact the ECHA Helpdesk uaing the contact form

at https://echa europa eu/contact.
Dossier UUID: 296e4126-23e6-4269-8463-015e0e8342d43

@ = _

The resubmission wizard allow you to update the following information:
e dossier;
e SPC;
e other files.

Note that the previously submitted IUCLID and SPC files will be retained unless a new file is
uploaded.

If you need to resubmit an updated IUCLID dossier, go to the IUCLID homepage and update
the relevant dataset(s), then create a new dossier as outlined in the ‘BSM Technical guide:
How to prepare a biocides dossier’.

If you need to submit an updated SPC, locate the latest available version of the SPC in .16Z
format from the relevant asset in R4BP 3, and download it to your computer. Make the
necessary changes and create a new version for upload. Refer to the ‘BSM Technical quide:
How to prepare a biocides dossier’ for more details.

! For AS-ACC and TE-APP applications, any information provided under the ‘supporting

information details’ cannot be resubmitted during the resubmission wizard steps.

The same applies for information under ‘Category’ for AN-APP applications and ‘SME asset
number’ for UA-APP, AS-APP, AS-RNL, AN-APP application types.

Changes of this nature should be agreed with the concerned evaluating authority outside the
system.

Click on * *#¥%% it you do not want to proceed with the resubmission task. You will allow
another user from your organisation to work on the resubmission.

9.5.4. ‘Reply to communication’ task

Alternatively, a ‘Reply to communication’ task may be generated if an authority user requires
additional information to complete the processing of an application. In order to complete the


https://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
https://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
https://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
https://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
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task, enter a message in the ‘Reply note’ field and/or uploading any requested files in the ‘Task
actions’ section.

Figure 110: ‘Reply to communication' task

-|Reply to communication|- SK-

Reply to communication Case numbe BC-WD005675-34
TASK-1601026
18/11/2014 Claimed

Application for national authorisation
Generated product name

y: MSCA-Finiand
One Tester
18/11/2014

® z0/11/2014

Q

unication numbe NAP-C-1075502-43-00/F

Please read the following communication request and reply accordingly in the task actions area.
Agency Test Company One

Validation Se 18/11/2014

Reply to communication - test

Dear Sir/Madam,

Please find attached documentation related to case NA-APP and recorded under Case number BC-
WD009675-34,

Regards.

No file(s) found. Please choase a file to upload.

= Browse

e @

rocde ing

refresh

v Submit @ Cancel ® Save # Save and close # Release

In order to attach a file to this task, *®°* your local environment and click on ‘Upload’ or
‘Upload AIr'.

When you have addressed the task actions and entered the security text, ‘Submit’ your reply
to the communication task. If you have completed the task correctly, an

on-screen ‘Submit task confirmation’ message will appear. Confirm your reply by clicking
‘Continue’.

Figure 111: On-screen 'Submit task confirmation message'

Submit task confirmation message

Please confirm that you are going to submit the Reply to communication task. Press "Continue” if you
want to proceed or "Cancel” if you want to change your decision.

Continue Cancel
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10. Messaging the Authorities

R4BP 3 allows the case and asset owners to send messages to the following recipients:

e MSCA
e Concerned MSCAs (when applicable)
e Agency

¢ Commission

Search for your case, access the page details and click on ‘Actions’ to be able to initiate a ‘New
communication’.

Figure 112: Initiate a new communication

Application for national authorisation (NA-APP): BC-KD039230-62

In Progress
ity: MSCA-Finland

ProductC1
24/04/2018

tho

PTO1

* Abamectin

Create new case - Actions

e () Dovrnlozd as POF H, T, T T C Y, n
New communication il il

| Withdraw case

FI-Finland
No SPC uploaded
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Figure 113: Fill in the recipient list, topic, subject and content fields

Adhoc Communication

Commission Agency
Austria

Belgium

Bulgaria

Croatia -
Cyprus

Czech Republic

Denmark i
Estonia

Finland v
France

Agency Bulgaria
Commission
Austria
Belgium
Croatia »
Cyprus

Czech Republic

Denmark -
Estonia

Finland v
France

Submission -

Additional documentation

Dear Sir/Madam,

Please find attached documentation related to case UA-APP and recorded under Case number BC-
EU052015-26.

Regards.

No file(s) found. Please choose a file to upload.

+ Browse Upload Al Cancel Al

* required fields

v Send @ Cancel

A pop-up page will prompt you to enter the following information:

e The recipient: choose the recipient(s) from the multiple selection drop-down list. The
recipient can be the Agency, the Commission or one or many MSCA(S).

If you need to send a message to a member state, choose ‘MSCA’ from the recipient list
and select the country(ies) of your choice.
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Figure 114: Choose an MSCA from the list (part 1)

Agency
Commission

Austria

Belgium

iBngaria 31

Croatia

Cyprus

Czech Republic -
Denmark
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Figure 115: Choose an MSCA from the list (part 2)

Agency Bulgaria
Commission
Austria
Belgium
Croatia +
Cyprus

Czech Republic

Denmark -
Estonia

Finland v
France

For grouping submissions (e.g. multiple MRP/ADC/MIC/MAC/RNL), click on ‘Concerned
MSCAs’. A pre-filled list will be available for you. You can also include any other MSCA.

Figure 116: Concerned MSCA
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Figure 117: Remove a concerned MSCA from the recipient list
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e Cc: choose the Cc member state(s)from the multiple selection drop-down list.
e The topic: choose the relevant topic from the drop-down list.
e The subject: define the subject of your message.

e The content: The following box displays a pre-defined message. However, you are able
to modify or delete this text.

e Upload one or more attachments if necessary.
Click on ‘Send’ and confirm that you are going to send a new message.

Figure 118: send a message
Create new communication confirmation message

Please confirm that you are going to send immediately a new communication MESSAGE
to the selected recipient(s).

Press "Continue" if you want to proceed or "Cancel” if you want to change your
decision.

Continue Cancel

You will receive immediately a communication number. This number is particularly usefully if
you want to retrieve your message from the ‘Messages’ tab.

Figure 119: communication number

Successful communication

You have successfully sent the communication with number :

AAP-C-1311127-59-00/F

OK

The system will update the ‘Events history’ with information regarding your communication.
The 'Subject’ column enables you to quickly identify the topic of your message and displays
the relevant communication number.

Figure 120: New event logged in the events history tab

[oossers | eteaton | Company dctats |RRPPNM Documerts | Financat mnagemens ] Relted cve |

* The events history displays Communication and System events, occurred from imitial submission to final decision for a case.
s Default sorting is by event date (newest on top)

Date Step Subject Sender
|24}'U4.i'2018 12:27:13 Communication Message sent for topic: General, subject: Test [AAP-C-1311127-59-00/F] I 1
20/04/2018 16:42:54 Format Checks BRC confirmation started, due by 22/04/2018
20/04/2018 16:42:19 Submission Initial submission [BC-UT039104-17/1]
Showing 1-3 of 3 results ~ Page: 1of 1 Goto: 1)w| 9 Show: 15 v |

! we kindly draw your attention on the fact that the Authorities are not bound to reply to
your message(s).
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11. Withdrawing a case from R4BP

You are allowed to withdraw any in-progress applications from R4BP 3. In this case, search for
your case and access the case details page. Click on ‘Actions’ and from the drop-down list
choose the related option ‘withdraw case’.

Figure 121: withdraw a case from R4BP 3

* Actions

Download as PDF I
b

New communication

| Withdraw case |

Confirm case withdrawal

The current case will be withdrawn. After confirmation this action cannot be reversed.

Confirm case withdrawal Cancel

This action is subject to the following requirements:

« Only the case owner can withdraw a case;
* The status of the case to be withdrawn should be 'In progress' or 'Suspended’;
e The case is not of AS-EVA or PA-CHG types.

There will be no approval process for the case withdrawal. Once the withdrawal is triggered the
case status will be set as 'Closed - Withdrawn'. Therefore, any open task items will be closed,
any pending delegations or case transfers will be cancelled and an appropriate event will be
recorded in the ‘Events history’ sub-tab.

Figure 122: Case withdrawal in the ‘Events history’

Union authorisation (UA-APP): BC-VV042368-99

k"' status Closed - Withdrawn I

MSCA-Estonia Family
24/08/2018 PTO3, PTO2
27/08/2018 = Acrolein
» Basic Copper carbonate
* Abamectin
~ Actions
JF_ e T I = : F 4P e [ 2 4
| spc do s | | s |« 3| Events history Documents Fin - : | Relation diagram

* The events history displays Communication and System events, occcurred from initial subrmission to final decision for a case.
s Default sorting is by event date (newest on top)

Date & Step Subject Sender
IZ?/OB."ZOlS 15:42:37 Withdrawal Case withdrawn by case owner I
24/08/2018 10:44:19 Format Checks Resubmit information started, due by 07/09/2018
24/08/2018 10:44:19 Format Checks Resubmission requested [UAP-C-1330570-32-00/F] Agency
24/08/2018 10:44:18 Format Checks Incorrect dossier template 59a1c651-3025-4565-b6af-8f80e0a5a3d0
24/08/2018 10:44:06 Submission Initial submission [BC-YW042368-98/1 Clcompany

Showing 1-5 of 5 results ~ Page: 1of 1 Goto: (1] v] 14 || <a @ wx |l o= Show: (15[v]

s you choose to withdraw a reference case while the concerned cases have not yet

reached the Business rules step, the system will automatically set them as ‘closed’. If the
concerned cases have reached the Business rules check step, then the authority will have to
withdraw all concerned cases.

Note that this action will also affect delegated cases to other companies.
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12. Exchanging data with other entities

R4BP 3 offers you the possibility to exchange information regarding your case(s) and asset(s)
with other legal identities. You are allow to:

e Delegate a case or an asset
¢ Nominate an asset
e Transfer a case or an asset

12.1.Case delegation

Delegation of cases is used when a legal entity wishes to provide the details of a
specific case to another legal entity so that the second legal entity may launch
certain application types using the delegated case’s details as a starting point.

The exchange of the case details (case number, etc.) must be agreed upon and exchanged
outside R4BP 3, via e-mail for example. Once the case has been delegated and the legal entity
has been provided with the case information, only then can the second legal entity initiate his
own application using the delegated case as a starting point.

In order to initiate a delegation, the following considerations should be taken into account:

e the case status should be ‘in progress’ ;

e Case delegations can be done only for specific case types. Table 3 displays the case
types for which a case can be delegated and the case types that can be created from
the delegated case(s).

Table 3: Delegation case types

Case types for delegation “ Case types initiated from delegated case
NA-APP NA-MRP, NA-BBP

UA-APP UA-BBP

SA-APP SA-BBP

NA-MRP NA-BBP

NA-MRS NA-BBP

12.1.1. Initiate a case delegation

To delegate a case in R4BP 3, search for your case. Once you have gained access to the
required case, go to the ‘Delegation’ tab and click on ‘Add delegation’.

Figure 123: Initiate a case delegation

npany detz :;4[.«...."\;‘.1 .."‘.'\'n.m][a',.'.-" nan »-[Pn w.,-r}[wx r.»][—_‘-:_c--_q:x-__. sgram |

Delegations

No delegations
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You are requested to provide information regarding the delegation:

¢ the legal entity UUID number for which the case will be delegated to;

¢ Indicate a date when the delegation will become valid;

e An end date (empty by default) when the delegation is revoked from the delegated
legal entity.

Figure 124: Delegation of a case

Add delegation

27/08/2018

Add Cancel

When a legal entity (or case owner) delegates a case, it will then be followed by an icon (@)
in the case list, to differentiate it from the other cases. However, the icon will not appear to
the legal entity to whom the case was delegated.

12.1.2. Modify a case delegation

A revocation of a case delegation can be made changing the ‘End date’ for the delegation. The
icon disappears if the delegating legal entity removes the delegation or if it expires.

Figure 125: Modify a case delegation

Deiegations

12.2.Asset delegation

Delegation of an asset is used when a legal entity wishes to provide the details of a
specific asset to another legal entity, in order that the second legal entity can create
its own application for authorisation of the same biocidal product using as starting
point the delegated asset’s details.

The exchange of the asset details must be agreed upon and exchanged outside R4BP 3, via e-
mail for example. Once the asset has been delegated and the legal entity had been provided
with the asset information, the second legal entity initiate his own application type using as
starting point the delegated asset.

In order to initiate a delegation, the following considerations should be taken into account:

e the asset status should be ‘Active’;

e Asset delegations can be done only for specific asset types. Table 4 displays the case
types for which a case can be delegated and the case types that can be created from
the delegated case(s).
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Table 4: Delegation asset types

Asset types for delegation Case types initiated from delegated asset
NA NA-MRS, NA-BBS

UA UA-BBS

SA SA-BBS

12.2.1. Initiate an asset delegation

To delegate an asset in R4BP 3, search for the specific asset. Once you have gained access to
the required asset’s detail page, go to the ‘Delegation/Nomination’ tab and click on the ‘Add
delegation’ button.

Figure 126: Delegation of an asset

A asets || Raatedcoses | Bociiments | et dagrar |

Daiegations

| = Add delegation

You are requested to provide information regarding the delegation:

e the legal entity UUID number for which the asset will be delegated to;
e A date when the delegation will become valid;
e An end date (empty by default), when the delegation is revoked from the delegated LE.

Figure 127: Delegation of an asset

T [ S R e —
Odegarons \ =

When a legal entity delegates an asset, it will then be followed by the El icon in the asset list,
to differentiate it from the other assets.

12.2.2. Modify an asset delegation
A revocation of an asset delegation can be made changing the ‘End date’ for the active

delegation. The icon disappears if the delegating legal entity removes the delegation or if
it expires. Note that the second legal entity does not need to accept the delegation in R4BP 3.

Figure 128: Modify an asset delegation
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12.3.Nomination of an asset

Nomination of an asset is used when a legal entity provides to another legal entity
information regarding a specific asset in order that the second legal entity might
initiate new cases on its behalf. The nominated legal entity will have full access to the
cases and/or assets initiated form the context of the nominated asset.

The exchange of the asset details must be agreed upon and exchanged outside R4BP 3, via e-
mail for example. Once the asset has been nominated and the legal entity had been provided
with the asset information only then can the second legal entity initiate his own application
type using as starting point the nominated asset.

! Nomination can only be done for specific asset types (NA, UA, SA and RP asset types).
Asset nomination is only relevant to asset types which can be renewed and/or changed,
meaning is not relevant for certain asset types such as TE, IN and CC.

Nomination of assets under Review Program is subject to some requirements:

e Only one nominee can exist under an RP asset;

e Participants can add/edit a nomination, therefore one of the participant can include
itself as a nominee to start a PA-CHG application;

e Only the nominee can initiate a PA-CHG on a RP asset;

If a PA-CHG case is in progress, the nomination of the RP asset cannot be revoked

e If there is no nominee, the PA-CHG button will not be activated.

12.3.1. Initiate an asset nomination

To nominate an asset in R4BP 3, search for the specific asset. Once you have gained access to
the asset’s details page, go to the ‘Delegation/Nomination’ tab, and click on ‘Add nomination’.

Figure 129: Initiate an asset nomination

[ secdceumerss ISR rieicteonsers | desien cases | soeuments | aiat |

20/10/2017 11/10/2017

17/10/2017 17/10/2017

You are requested to provide information regarding the nomination:

¢ the legal entity UUID for which the asset will be nominated to;
¢ Indicate a date when the nomination will become valid,
e An end date (empty by default), i.e. the date when the nomination should expire.
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Figure 130: Nomination of an asset

When a legal entity nominates an asset, the asset number will be followed by a E icon in the
asset list, to differentiate it from the other assets. The nominee will see the nominated asset in
his asset list. However, the icon will not appear to the legal entity to whom the asset was
nominated.

12.3.2. Modify an asset nomination

A revocation of an asset nomination can be made changing the ‘End date’ for the active
nomination.

Figure 131: Modify an asset nomination

Homingtions -
= Add nomingtion
Legai entity Start date

End date
20/10/2017 21.’1n,z-:-.f
tart date End dst

20/10/2017 21/10/2017 o %

The IE icon disappears if the nominating legal entity removes the nomination or if it expires.
Note that the second legal entity does not need to accept the nomination in R4BP 3.

12.4. Asset transfer

A product authorisation can be transferred from one legal entity to another by using the
transfer of an asset function in R4BP 3. This means that the full ownership of the asset will
be transferred to the other legal entity, the asset owner details are updated as well as all
the associated rights and responsibilities.

Figure 132: Transfer of an asset in the asset list

Rssets fist
As $ Product/Substance name & Active substances hsset type © Expiration | " Start renewal by $ Aszet status &

! R4BP 3 does not support the sending of explicit notifications (i.e. messages) when an
asset has been transferred.
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If you are the asset and case owner and want to transfer both the case and
authorisation to another legal entity, you will need to perform two separate actions (a case
transfer and an asset transfer.

12.4.1. Initiate a transfer

In order to initiate a transfer of an asset, the following considerations should be taken into
account:

e the asset must be active;
e there is no NA-MRG in progress for the specific asset (only for NA asset);
e there has been no other transfer initiated for that asset;

e no case that affects the present asset or any other linked asset is initiated;

In that sense, an NA asset cannot be initiated for transfer in the following cases:

o if there is already an ‘In Progress’ NA-TRS case for this asset;

e if there is an ‘In Progress’ case that updates the specific NA asset (i.e.
NA-ADC, NA-MIC, NA-MAC, NA-RNL, NA-MRG, NA-AAT, NA-CAT case types);

o if a family asset, and having a NA-NPF in progress;

o if a family asset, the member assets of the family asset have any cases ‘In Progress’
which update them (i.e. NA-ADC, NA-MIC, NA-MAC, NA-AAT,
NA-CAT case types).

The same will apply for SA asset types. Additionally an SA asset cannot be
transferred:

e if there is an ‘In Progress’ SN-NOT case having as context the specific
SA asset;

e if there is an ongoing amendment or cancelation for the SN asset(s) of the
SA asset;

o if there is an ‘In Progress’ SN-NOT case having as context any of the member SA
assets;

if there is an ongoing amendment or cancelation for any SN assets of the member
SA assets.

a) Asset owner transfer (when there is no same biocidal product or mutual
recognition cases associated to the reference case)

Search for the relevant asset in R4BP 3. Once you have selected the specific asset, go to the
‘Delegation/Nomination’ tab and click on [ > 4ddtansfer | Yoy are requested to provide information
regarding the transfer:

¢ the legal entity UUID to which the asset will be transferred to;
e A date when the transfer will become valid;
¢ An end date (empty by default), i.e. when the transfer should expire.
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Figure 133: Transfer of an asset

F-* ; wur'1 im

Delegations -

Delegation/Nomination

=+ Add delegation

Legal entity Start date End date

No delegations
Add transfer
Nominations -
= Add nomination
14/11/2014

Leg - End date

No nominations
Add Cancel

Transfers -

Legal entity Start date End date

b) Asset owner transfer (in the context of same biocidal product or mutual
recognition cases associated to the reference case)

Once you have click on ‘add transfer’, you will be able to check what cases are related to the
reference case, and therefore are also going to be transferred. Any entered data concerning
the asset owner transfer such as asset owner (UUID), start date and end date will be
applicable for all the related cases.

Once the delegation for asset owner transfer has been created, the delegation for asset owner
transfer will be displayed under each relevant case (under Delegation tab).

Figure 134: Asset owner transfer applied to same biocidal product cases

Add asset owner transfer

29/05/2017

The following mutual recognition or back-to-back cases are related to the current case BC- |
QW032214-21.
The asset owner transfer will apply to the following cases as well.

Case number Case type Evaluating authority Asset owner
BC-X¥032216-04 MNA-MRP MSCA-Ttaly Company 1
BC-DD032215-68 MA-MRP MSCA-Belgium Company 1

Add Cancel
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12.4.2. Accepting an asset transfer

If an asset has been initiated for transfer to a second legal entity, the second legal entity
need to ‘Accept asset transfer’.

When a legal entity transfers an asset, the asset number will be followed by a (in yellow)
icon in the ‘asset list’ to differentiate it from the other assets. The icon will also be visible to
the legal entity to whom the asset was transferred to. Once an asset has been successfully

transferred, the initial asset owner will be able to view it in his asset list (in green) but will
have limited access to the asset details page.

a) Accepting an asset transfer (when there is no same biocidal product or mutual
recognition cases associated to the reference case)

Search for your asset and select ‘accept asset transfer’ to approve the transfer.

Figure 135: Accept asset delegation for transfer
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If the asset is an SA or NA asset, then either an SA-TRS or NA-TRS application wizard will be
launched. Please refer to the Biocides Submission Manuals application instructions available on
the ECHA website for more information on these specific application types.

Figure 136: NA-TRS wizard

Submission for Transfer of a national authorisation  (NA-TRS)

Set submission details

Flease fil in the submission debails.

Belgium

IUCS-deb37dBb-260F-4750-935e- 27684 diZeall

Bayer CrapSeience Dautschiand GmbH

L) Previous Cancel =+ Next

For UA and PP asset transfer, clicking on the ‘Accept asset transfer’ will not trigger an


http://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals
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application wizard as the acceptance of the transfer will be effective immediately.

Once an asset has been successfully transferred, any delegations and nominations on cases or
assets are cancelled, the SPC package of the asset is updated with the administrative data of
the new legal entity, and any SN assets (i.e. notifications for placing on the market) linked to
SA asset(s) are transferred to the new legal entity.

b) Accepting an asset transfer (in the context of a same biocidal product or
mutual recognition cases associated to the reference case)

If you need to accept an asset transfer when many cases are related to this asset, note that
ONLY the reference case inherits the button to ‘Accept the asset owner transfer’.
Once you have accepted the asset owner transfer from the reference case, any required
change will apply to all related cases.

Figure 137: Accept asset transfer

Accepl Agsel Transhe

12.4.3. Modify a transfer
A revocation of an asset nomination can be made changing the ‘End date’ for the active
nomination.

Figure 138: revocation of an asset nomination

Transfers -
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The (in yellow) icon disappears if the legal entity removes the pending transfer or if it
expires.

12.5.Case transfer

A case can be transferred from one legal entity to another by using the relevant ‘case transfer’
function in R4BP 3. This means that the full ownership of the case will be transferred to
the other legal entity and therefore the case owner details will be updated as well as all the
associated rights and responsibilities.

Note that if you are the asset and case owner and want to transfer both the case and
authorisation to another legal entity, you will need to perform two separate actions (a case
transfer and an asset transfer).

12.5.1. Initiate a case transfer

In order to initiate a transfer of a case, the following considerations should be taken into
account:

e the case status must be ‘in progress’ or ‘suspended’;

e You are the case or the asset owner

e there is no PA-CHG ‘In progress’ for AS-EVA/AS-NAS cases;
e there has no other active transfer for that case;

e depending on the case type, the transfer can be initiated by either the case owner or
the asset owner;

e For same biocidal product cases you may initiate the case owner transfer for one or all
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cases. If the asset owner is to be changed then all grouped cases should be
transferred together. You will then need to transfer the asset owner. If only the case
owner changes then each case can be transferred independently.

When you are ready to proceed, search for the relevant case in R4BP 3 and access the case
details page. Click on the ‘Delegation/Nomination’ tab and choose to ‘Add transfer’.

Figure 139: Case owner transfer

Delegations

= Add delegation

Asser owner transfer(s)

a) Case owner transfer for an individual case

You are then requested to provide information regarding the transfer:

¢ the legal entity UUID to which the case will be transferred to;
e A date when the transfer will become valid;

e An end date (empty by default), i.e. when the transfer should expire.
Figure 140: Transfer of a case
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Add Cancel
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b) Case owner transfer in the context of a grouped submission

If a case owner transfer needs to be initiated for a case which is related to MRP and BBP cases,
you will have the opportunity to select some or none of these cases.

Figure 141: Case owner transfer for same biocidal product applications

Add case owner transfer
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The following mutual recognition or back-to-back cases are related to the current case BC-

QV032214-21.
The case owner transfer will apply to the selected cases as well.

Case number Case type Evaluating authority Case owner
BC-XY032216-04 NA-MRP MSCA-Ttaly Company 1
BC-DD032215-68 NA-MRP MSCA-Belgium Company 1

Add Cancel

If you have selected one or many related cases, a delegation for case owner transfer will be
automatically created with the same details (case owner LE, start date, end date).

Additionally, you are requested to provide information regarding the transfer:

¢ the legal entity UUID to which the case will be transferred to;
¢ A date when the transfer will become valid;
e An end date (empty by default), i.e. when the transfer should expire;

12.5.2. Modify a case transfer
You can edit the transfer at any stage of the submission. Click on the ‘Delegation’ tab in the
case details page and modify the start date and/or the end date.

A revocation of a case transfer can be made changing the ‘End date’ for the transfer.

Figure 142: Modify a transfer of case
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12.5.3. Accept a case transfer
Depending of the case type, the case transfer can be approved by either the prospective
case owner or the asset owner (prospective or current).

a) Accepting a transfer of an individual case
To accept the case transfer, search for your case and click on ‘Action’ to open the case transfer
acceptance menu.

Figure 143: Accept asset delegation for transfer
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Figure 144: Accept case owner transfer
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Once you have accepted the case transfer, an event will be lodged in the ‘Events history’ tab.

Figure 145: Events history

Date ¥ Step Subject Sender
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17/10/2017 11:33:47 walidation Case validsted by MSCA [NAP-C-1274845-27-00/F] MSCA-Finland
17/80/2017 11:33:24 welidation Velidation staited, due by 16/11/2017
17/40/2017 11:33:20 MSCA Acceptance Case accepted by MSCA [NAP-C-1274B40-32-D0/F] MECi-Finland
17/10/2017 11:31:02 MSCA Acceptance MSCA acceptance started, due by 16/11/2017
17/10/2017 11:31:00 Farmat Checks Tormat verified [NAP-C-1274753-27-D0/F] Agency
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16/10/2017 14:53:10 Subimissian Initial submission [BC-QG034503-44/1] Company1
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b) Accepting a transfer in the context of a grouped submission

If there are multiple cases being transferred, you will need to navigate to the case details for
each individual case and repeat the ‘accept case owner transfer’ action for each of the

transferred cases.

Figure 146: Accepting a case transfer for a case which has related cases
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Once the transfer is completed, everything related to the case will be available for the new
case owner.
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13. How ECHA handles your submission

Once an application has been submitted via R4BP 3, it subsequently goes through a series of
processing steps.

13.1.File format check

This verification step ensures that the application and any attached files are virus free and in
the correct format, i.e. those supported by R4BP 3. If an application contains unsupported file
formats, the submission will be deemed invalid and a ‘Resubmit information’ task will be
generated, allowing the case owner to resubmit the application with files in the correct
formats.

13.2.Substance identity check

For any new active substance to be introduced in the database, ECHA will proceed with a
substance evaluation (SID) check once the application has passed the file format check.

13.3.Business rules confirmation

If the virus scan and the substance identity checks have passed, an administrative check is
carried out by ECHA. All valid applications received by ECHA undergo this administrative check,
called ‘business rules confirmation’ (BRC). The business rules are a set of pre-requisites that
must be fulfilled before ECHA can establish that the application can be handled properly and
that the required regulatory processes can be carried out.

If all of the business rules have been met, the application will be allowed to progress to the
next step and a ‘Format check’ message will be sent to the relevant case owner’s message list.
This message confirms that the application has been submitted and is awaiting further
processing by ECHA. The application will then proceed to the next step, awaiting acceptance by
ECHA.

If not all of the business rules have been met, the application will be stopped at this step and a
message or a task item (depending on the application type) will be sent to the applicant
informing them how to proceed. The message will contain information on what errors were
found and how to correct the errors to pass this step. Depending on the application type,
failure of the BRC step may lead to:

= a ‘Resubmit information’ task item being generated,
* a ‘Reply to communication’ task item being generated, and/or
* a message indicating how to submit a new application to pass this step.

13.4. Application acceptance

Once the application has passed the BRC step, ECHA will carry out an invoice assessment i.e.
whether the application submitted will be subject to an ECHA invoice or not). If the application
type does not require an ECHA invoice, the application will be ‘accepted’ by ECHA and
forwarded to the appropriate evaluating authority - in most cases this will be the MSCA
nominated by the applicant during the submission process, but it may also be ECHA, e.g. for
an assessment of technical equivalence.

If an ECHA invoice is required, the fee amount will be calculated and an invoice generated
addressed to the company indicated in the application. Regardless of the address, the invoice
will be sent to the case owner’s message list in R4BP 3. All invoices must be paid within the
given deadline for an application to be accepted by ECHA.

If the invoice is paid, the application will then be ‘accepted’ by ECHA and forwarded to the
evaluating authority (i.e. evaluating MSCA or internally within ECHA).
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If an invoice is not paid by the given deadline the application is rejected at this stage. For
more information concerning invoices, please see BSM: Process of Invoicing in R4BP 3.

13.5.Redefinition of Active substance (within the Review programme)

In some specific cases, you may be asked to update the substance name of an active
substance based on the outcome of redefinition. In this situation, a new IUCLID file with
updated information needs to be uploaded in R4BP 3.

The updated IUCLID file will undergo a Substance ldentity Check to confirm that the updated
information is correct.

e If confirmed correct, a new BAS number will be associated to the updated substance
and the existing case will be updated. The task will return to the Authority that
triggered the redefinition and the previous substance name will be added to the list of
those that are notified for inclusion in the Review Programme (if not already present)
with an expiration date after which a "No Longer supported" process is triggered.

e If incorrect, a "Request additional info" task will be triggered by the Authority to ask
you to resubmit a IUCLID file.

13.6. Invoice assessment

As the case owner, you will receive, when applicable, a message in your message list informing
you that an invoice has been sent.

Click on the hyperlink of the message in order to open the ‘Communication details’ page.

Click on the hyperlink on this page to be redirected to the ‘Financial management’ tab of the
corresponding case.

Figure 147: ‘Communication details’ page accessed through the ‘Message list’

Message list

From Topic: Subject Product/Substance name £

Agency

Invoicing:Invoices or credit notes sent [ARN-C-1078894-95-00/F] | Warfarin 15/11/2014

Agency Invoicing:Invoices or credit notes sent [ARM-C-1075522-20-00/F] Warfarin 18/11/2014

Agency Evaluation:Case appr i i ilFES DRI FS SIS S A GBI i i
. Communication Details
Agency Validation: Reply to of

Agency Format Checks:Subm

\ ARN-C-1078894-95-00/F

BC-WD0059488-31

Warfarin

Message
Agency
Test Company One tester_one on 19/11/2014
18/11/2014

Invoicing : Invoices or credit notes sent [ARN-C-1078894-95-00/F]
The Financial Information of this case has been updated by the evaluating authority. Please go to the Financial Management area of the case to see all updates.



http://echa.europa.eu/support/dossier-submission-tools/r4bp/biocides-submission-manuals

94 How to use R4BP 3

February 2024

From the ‘Financial management’ tab, click on the relevant ‘Invoice’ hyperlink to download the
invoice in PDF format.

Figure 148: Invoice downloaded from the ‘Financial managements’ tab

[ tererce setaic | Dozcers | Company detais | Svents story | Documerts || R

Billing information

Invoices

50000853

Test Company One

ECHA-5a743dad- 130F-4occ-9chl

Annankaty

f-66753a01fa33

53073453459 00200
Helsink
5
EUROPEAN CHEMICALS AGENCY INVOICE
Test Company One Imvoice No
Test Company One Date of Invoice
| Annankaty Cuslomer ID No
17/| 00200 - HelsInkl
j| Finiand Customer DUNS

Test Compa

Cuslomer VAT

ny One

N

50000649

17.11.2014
ECHA-5e7T43dad-130f-dcee-
Scbf-BET5H3a91fas3
BS034T58934

B9073453489 ~

This invaice concems the fees and charges under the Bioodal Products Regulation|1jBocdes Fes
Regulation[2/Reguiation on the same tocidal products[3yRegulation on changes of biockdal products{4]/Reguiation on
additional active substances under the Review Programme]5] payable by:

This is the original iwoioe and is deemed vald wihout 3 signature. Directve 20061 121EC on T SOMMON System of VAT G0e Not 3ppiY 10 the Ievy of e fees and charges in

apgiizaion of the Biocids Fee Regulation and no VAT has 1o b paid in relation 1 this nveice.
Date Description Detailed Fee I'CI‘IEIQE}
fee/charge
14.11.2014 |Case number: BC-WD009488-31
Puychase. AN

During the processing of an application, a second invoice or a reimbursement may be
applicable. In these cases, ECHA will ensure that the correct fee is paid. This may lead to a
subsequent invoice or the cancelation of an invoice with a credit note and reimbursement of
the appropriate fee.

13.7.Confidentiality claim screening

ECHA screens all accepted biocidal related dossiers for confidentiality requests according to
Article 67(3) and 67(4) of the BPR. However, the MSCA will perform the confidentiality
assessment. For more information concerning the dissemination of data, please see BSM:
Process of confidentiality requests for biocide applications.
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