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Article 66: Confidentiality

e 66(1): Reference to Access to Documents legislation ("ATD"-
EC/1049/2001)

e 66(2): Information normally not to be disclosed under ATD - it may
undermine protection of commercial interests or persons privacy/safety
such as

« CBI: Full composition, precise tonnage, links in the supply chain
« Names of persons involved in animal testing

« However, it may be disclosed if urgent action needed to protect
environment, human/animal health

e 66(3): Information always to be disclosed under ATD

e 66(4): Framework for making and justifying a request for non-
disclosure of certain information in active substance dossiers and in
product dossiers
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Article 67: Electronic public access

Information always published

Art 67(1) - Active Substance Art 67(2) Product

(a)(b) ISO - IUPAC- EINEC names (a) Terms & conditions of the
authorisation
(c) C&L (b) SPC

(d) Phys-chem endpoints & data on (c) Analytical methods
pathways & fate & behaviour

(e) Results of (eco)-toxicological
studies

(f) Accepted exposure level or PNEC
(g) Guidance on safe use

(h) Analytical methods
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Article 67: Electronic public access

Information that may be claimed confidential when
adequately justified

Art 67(3) - Active Substance Art 67 (4) - Product

(a) (if essential to C&L) Degree of (a) Study summaries or robust study
purity, identity of impurities and/or summaries of studies submitted to
additives known to be dangerous support approval...

(b) Study summaries or robust study (b) Assessment Report
summaries of studies submitted to
support approval...

(c) [certain] information in the Safety
Data Sheet

(d) Trade name of substance

(e) Assessment report
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Article 67: Electronic public access

« Time for making information publicly available, free of
charge

« from date of approval of the active substance, from date of
authorisation of the product

« Assessment of confidentiality requests

« Justification in accordance with Art 66(4) accepted as valid by the
CA or Agency as to why such publication is potentially harmful for
its commercial interests or any other party concerned

ECHA.EUROPA.EU 5/14/2013
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Current practices under BPD

Legal provisions

e Article 19
« Confidentiality can be requested for CBI reasons
Full justification is needed

Assessment done by the MSCA receiving the application

« If accepted, information to be treated as confidential by the other
MSCAs and the Commission

« Information never confidential specified in Art 19(3)
e similar to BPR

* Provisions and format for making information publicly available to
be decided in accordance with the procedures set in Art 28(2), i.e.
part of the matters referred to the Standing Committee

ECHA.EUROPA.EU 5/14/2013
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Current practices under BPD

Assessment of confidentiality requests

Carried out by the MSCAs for active substances and biocidal products

Active substance dossiers

« Requests assessed during the evaluation work by the receiving CA
("RMS"), especially for preparing the final assessment report (AR)

e HSE: "The RMS prepares a draft assessment report, based on the template
developed by the COM, and the information within Document I of the RMS
evaluation on the specific active substance. The final version will become a public
document so confidential information in Document I will not be transferred into

the assessment report.”

 Final AR is published on public CIRCA

« “This report did not include such information that was to be treated as confidential
in accordance with Article 19 of Directive 98/8/EC"

« Examples - see next slide

 Technical dossier (i.e. robust study summaries) is not published
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Extracts of one Assessment Report published on CIRCA

2.1.1.2 Biocidal product:

Tdeniificarion of the product

Trade name Goliath gel

Ingredient of preparation Function Content

Fipronil Active substance 0.05 % whw

Formmlants Details on the composition of the product are confidential
Ph}f&ical_ state of Aqueous based gel

preparation

MNature of preparation Feady to use gel bait

APPENDIX ITT: LIST OF STUDIES

A26/01 Besnoin, 2001  MB46030 — Mamufacturing Process of the Technical T* BASF
IM. Active Substance
Aventis CropScience SA, Lyon; France
GLP
(unpublished)
(BASF DocID C016926)
Business Confidential Information — See BCT folder
A2.6/02 Foerster E. 2003  Fipronil starting material - Data regarding the purity and = Y* BASF

spurce of the starting matenal

BASF AG Agrarzentrum Limburgerhof, Limburgerhof;
Germany

GLP

(unpublished)

(BASF DocID 2005/1008413

Business Confidential Information — See BCT folder
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Current practices under BPD

Assessment of confidentiality requests

 Biocidal products
« Work done at national level
e Publication of information
« Depends on the MSCAs

« Some MS publish general information such as list of products
authorised, C&L, SDS data

 No underlying technical dossier or AR found so far on MSCA
websites

ECHA.EUROPA.EU 5/14/2013
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Workflow envisaged under the BPR

1. Applicant flags relevant information in their application

e in the IUCLID dossier for the parts to which TUCLID applies.

e Fields under identification in dissemination project. Industry manuals to
be completed for biocides sections

e In the draft Assessment Report (AR - section 13 of Annex II & III)

« Note: The AR may be claimed confidential for active substances and
products (see Art 67(3) & (4)) — but we assume that the full report cannot
be claimed confidential - some parts of it only

2. Applicant submits dossier and pays relevant invoice
Evaluation of approval (active)/authorisation (product) begins

4. Assessment of confidentiality requests done in parallel (CA or Agency?)

« It may require interaction with the applicant to confirm certain aspects, e.q.
the purity/impurities chemical profile (see document on tech. equivalence)

« Output is to be taken into account in the final AR prepared by the CA
4. Final Evaluation leading to approval/authorisation
5. Publication of non confidential information [IUCLID & AR] by ECHA

ECHA.EUROPA.EU 5/14/2013 12
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Assumptions

« Assessment of confidentiality requests to be done as an integral part
of the evaluation work done by the MSCA for the following reasons:

« Type of work: Decision whether the degree of purity is essential
for C&L, identity of impurities/additives must be disclosed due to
hazardous properties, etc. This is part of the evaluation work

e Timing:
. Outcome is to be reflected in the final AR prepared by the MSCA
. Publication must be done from date of approval/authorisation, i.e.the

assessment should be concluded before that date to enable timely
dissemination

« Workability: It may require interaction with the applicant which
should be carried at the same time of other request for
information done by the MSCA in accordance with Art 8 (1&2)

ECHA.EUROPA.EU 5/14/2013 13
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Proposal

- Active substance requests Product requests

MSCA e Assess claim(s) in parallel to evaluation of application

ECHA « Disseminate accordingly
o IT support
- alert on confidentiality requests flagged in the IUCLID
- collect decisions on the validity of the confidentiality
requests
« Harmonisation role (if felt needed by the MSCASs):
- provide support for deciding on common criteria based on
REACH experience — prepare manuals for industry based
on these criteria

ECHA.EUROPA.EU 5/14/2013
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Reasons for the proposal

« Workability and efficiency considerations
« Assessment by MSCA:
* interaction with applicant is done by one institution only
* interaction ECHA/MSCA at end of process for publication
e Assessment by ECHA:

e interaction between applicant and ECHA needed while MSCA is also
interacting with applicant possioly on same topics, e.g. clarification of
purity or identity of impurities to assess whether request is justified or not
(this can be modified as a consequence of the tox/ecotox profile)

 multiple interactions needed between ECHA and MSCA during evaluation,
e.g. to agree to accept or not certain requests, and to provide the
outcome of the assessment for preparing the final assessment report

ECHA.EUROPA.EU 5/14/2013 15
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Current practice under BPD - recap

Final AR is published on public CIRCA
http://circa.europa.eu/Public/irc/env/
bio reports/library?l=/assessement d

irective&vm=detailed&sb=Title

Technical dossier (i.e. robust study
summaries) is not published

ECHA.EUROPA.EU

Depends on the MSCAs: some MS
publish general information such as
list of products authorised, C&L, SDS
data

No underlying technical dossier or AR
found so far on MSCA websites
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Proposal under BPR - Workflow for AS

ECHA transfers Dossier to MSCA via R4BP3

MSCA starts Evaluation, interacts with applicant,
accepts/rejects the confidentiality requests

3 From approval: ECHA receives list of accepted requests
and public version of the AR, via R4BP3

ECHA filters the IUCLID dossier from confidential
information based on the list received

AR and IUCLID dossier are published on ECHA website

EEEEEEEEEEEEEE 5/14/2013 18
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Dissemination page for AS - draft

Search Results - Active Substances

The resultz of wour zearch query are dizplayed below, vou can downlaad the Full izt of zearch resulks 2z 2 .cov file, or browse the lizk online.

From the list of search resules there are links to Further infarmation For each substance:

@l‘ﬂpen thi: dozzier For an ackive subskance in 3 new window.

Pagqe1 23456753

Link to the AR & Doc IIIA

Dowsload search resuits as

Link to the BP

=¥ File

EC Ma. CAS Mo, Mame Type Inclusion Oirective  Inclusion Date Expiry Date Data Products
- TITE1-d1-2 Abkamectin 1% - Inrectizide, azaricide  Z011PETAEL 1%-Dec-0 16-Dp -1 ly l:]
oprother arthropodizide
2F-453-4 10T-02-% c0i0fseEL AT-dun-09 15-dun-14 ":'f... g
155 79-93-3 2o azdEC n9-0zk-10 DE-QcL-20 "_':...
ZNE6a-1%-2 LT T n3-FMay-10 Z0-Apr-z0 '-_-:...
2dd-EE-0 Z0E59-TF-% eoidtafEL £E-How-09 2E-Hou-19 LS
orother arthropodizide
- - Eazillur thuringienrirrubrp. irraclenrir Soratype Hid, 1% - Inreztizide, azarizide 201107 EAEL) 1#-Sep-0% 16-ZSop-12 L* l:]
Strain AMESR-5Z orother arthropodicide
Z235-113-% 1coed-g£49-q EarizCopper carkonake % =Wond Froarcruative cizizEL 1d-How-11 11-Haw-21 Gl l:]
ZA5-Z16-% ZETH1-23-3 Ecndinzark 1% - Inrectizide, azaricide ZMZ/ZIEL cb-Dez-11 eFx-Dez-21 ol l:]
orother arkhropodizide
- SZEET-04-2 Eifenthrin %-Wood Frorcruative L T L] 2N £d-Feb-11 21-Feb-21 L~ [#]
E23F-13%-F 100dz-36-2 Eorizazid % =Wond Froarcruative conafadfEC 1d-Jan-11 11-dan-21 Gl l:]
Z215-125-% 1303-%6-C Eorizoxide #=Wond Frercruative cOnafaE e 15-MHou-049 1Z-Houw-12 ol l:]
25%-358-5 5Se07Z-10-0 Erodifacoum 14 - Rodentizide 20 1oMOrEL £9-Sep-11 cE-Sep-2l L ]
2d%-Z85-% ZITTZ-5E-T Eromadiolone 14 - Rigdentizide ELTETE Ea ) e 1z-Mar-11 0a-Mar-z1 e, [#]
20d-E96-% {2d-%3-9 Carbon dinxide 1d - Rodentizide 20 TEAEC ZE-Aug-11 23-Aug-21 fad, [#]
ZHA-696-% 12d-3F5-9 Carbkon dioxide 1% - Inre<tizide, azaricide  Z010ATAIELD 11-Mar-12 na-Mar-zz2 ly l:]

oprother arthropodizide

ECHA.EUROPA.EU
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Proposal under BPR - Workflow for BP

Same as AS

Same as AS

From date of authorisation, ECHA receives list of
3 accepted requests and public versions of the AR & SPC
via R4BP3

IUCLID dossier (when it exists) is filtered from
confidential information based on the list received

Terms & conditions, public SPC and AR from R4BP, and
IUCLID dossier (when it exists) are published

ECHA.EUROPA .EU 5/14/2013 20
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Dissemination page for BP — draft

Search Results - Biccidal Products

The resulkz of paur search query are dizplaged belaw. Vou can downlaad the Full lisk of szarch resulks 2z o csv file, or browse the list online.

Link to the AS data
Link to the AR & SPC
| 1

|
Download cearch resglts 3z _£zr File

From the list of search results there are links to further infarmation for each substance:

@ Open the dossier Far an active substance in o new windaow.

Fagqe1 23456783,

Product Mame Type Authorisation Mo, Active Substance(s] [A5) Authorisation Start AuthorizationEnd  Data A5 Data
Ant-k-qunas 1% - Inrecticide, acarizide 123-456-TE94 Abkamcztin 15-De -0 16-Dez-12 % ﬂ
orother arthropodizide
10ebanc 0 %dun 13 “
Z3-d! 0a-0ck-10 DE-Dck-20 ")
12Z-45E-TE954 0E-May-10 Z0-Apr-zn %
Calphurids 1% - Inrecticide, acaricide  123-d56-TF95 Aluminium phorphide relearing c#-Hou-049 cE-Hou-14 ':q. ﬂ
orother arthropodicide phorphine
Killrsct 1% - Inrecticide, acarizide 123-456-TE94 EBazillur thuringicnrirrubrp. irraclenrie 13-50p-03% 16-Sep-12 % [+
orother arthropodizide Zeratype Hid, Serain AMES-52
Hildau # #-Wond Frorcruative 122-dBE-TE958 Eariz Copper zarkonate [1], fcrolein 1d-Hou-11 11-Houw-21 '} l:]:'-: ﬂ:a'-:
[2]
Ragid 12 - Inrcckizide, azarizide 123-dBE-TE95 Ecndinzark ge=Dez-11 ex-Dez-21 e ﬂ
orother arthropodizide
HPF-TE F-WondFrercruative 122-456-T594 Eifenthrin cd-Feb-11 e1-Feb-21 ' S
Hu-rat unnd prarsrvativs #-Wond Frercrvative 123-dGRE-T39R Eoriz azid 1d-Jdan-11 1i-dan-21 ' S
Rut prutact #-WondFrercruative 123-4GE-T5958 Enrizoxide [1], Azrolein [£] 15-Hou-0% 1:-Houw-14 ' l:]:'-: ﬂ:a'-:
Rumdsx 38dd 14 - Fodenticide 123-456-T494 Erodifacoum c9-Sep-11 cEk-Sep-2i % ﬂ
Ratax 1d - Fodentizide 122-456-T594 Eromadiolone 12-Mar-11 n9-Mar-z1 ' S
Rattack 1d - Rodentizide 123-dGRE-T39R Carkon dioxide ck-fug-11 ex-Aug-z1 ' S
Yapmurclasan 1& - Inreckizide, azaricide 123-d5E-TE95 Carbon dinzide 11-Mar-12 na-Mar-z2 ' ﬂ

ECHA.EUROPA.EU

orother arkhropodizide

5/14/2013
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Timelines

e 1 Sep 2013 - Manual publication process
e AS
e List of active substances approved, with date of approval
 Assessment reports (public version) — same as current CIRCA
e Doc IIIA redacted by applicants — submitted to ECHA
« Searchable per substance identifiers and name
« BP

e List of authorised products, date, country, authorisation holder
(no AR and no Doc III) - Excel file taken from R4BP2

« Not searchable
e From November 2013 - enrichment of information related to BP

 Information extracted from R4BP3 (migrated from R4BP2 for
authorised products under BPD)

e Search functionality
e Enrichment over time with IUCLID dossiers and ARs

ECHA.EUROPA.EU 5/14/2013 22
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Progress

IUCLID 5.5 - release 2 April 2013
« Applicant can indicate requests for confidentiality on items listed in
Art 67 (3) & (4)
Stakeholders’ consultation
« Workshop 15 January 2013
e Participants from ECHA, Commission, MSCAs, NGOs, Industry

e Presentation focused on interpretation of Article 67 and rules for
filtering the IUCLID dossier

Robust study summaries for AS

e Doc IIIA will be used

e First applicants contacted on 1 February 2013 to redact their data -
deadline for submission: 1 July 2013

Study launched for adapting our Dissemination systems to
information received via R4BP

ECHA.EUROPA.EU 5/14/2013 23
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