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Organisation chart of Ctgb

Ministry of Ministry of Ministry of Ministry of
Economic Affairs Infrastructure & Health, Welfare Social Affairs
Environment and Sports and Employment
Legislation

Generic guidelines

Board for the Authorisation

of Plant Protection Products
and Biocides

Ctgb Is the independent legal entity for
authorisation and a semi-autonomous rate-
controlled agency (ZBO in Dutch)
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Relation Board and Secretariat

Board for the Authorisation

of Plant Protection Products
and Biocides

Secretary to the Board /
Director of the secretariat

Secretariat

The Secretariat Is responsible for the assessment of
applications, and drafting the advice to the Board

The Board discusses this advice and:

« adopts or rejects the advice or
» asks for clarification of certain issues
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Biocides In the Netherlands

National legislation and BPR
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Authorisation of biocidal products

« 20+ years of experience in biocide
authorisations

« Total of 1400 authorised products

« Dutch (transitional) law

— Authorisation requirements for all PT’s are
quite similar to the BPR requirements.

« BPR

— Authorisation requirements as laid
down in BPR.



http://www.google.nl/imgres?imgurl=http://media.wereldjournalisten.nl/media/uploads/Nederlandse%2520vlag.jpg&imgrefurl=http://www.wereldjournalisten.nl/artikel/2010/09/06/een_regeerakkoord_waarbij_rechts_nederland_zijn_v/&usg=__XTAi0g8Vlc1u1VDAA1OT4aAMUik=&h=350&w=560&sz=142&hl=nl&start=43&zoom=1&tbnid=JJQ6I786Gbi5NM:&tbnh=83&tbnw=133&ei=Aj5eTqucGcSN4gTojJka&prev=/search%3Fq%3Dvlag%2Bnederland%26start%3D42%26um%3D1%26hl%3Dnl%26sa%3DN%26tbm%3Disch&um=1&itbs=1

Our experience with product
authorisation under BPR
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Be prepared

* Avoid surprises at later stage, know
what you want/need in advance!

* For example:
— Union authorisation
— National authorisation with MR

- Fees (annual fees), timelines, same biocidal
products, specific products per market area
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An SPC for every authorisation

« SPC editor — possibility for database
with all authorised biocides

 Biocidal products should be
classified, packaged and labelled in
accordance with the SPC
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National authorisations (mutual
recognitions)

» Build on experience from the BPD
 BPR offers some extra’s

* Possibility for MR in parallel

» Disagreements occur in >50% cases

* Most disagreements resolved among
MSs (Coordination Group)

* More experience gained per PT:
less problems occur
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National experience

« + 135 BPR/BPD authorisations:

- + 35 authorisations as RMS

- + 100 mutual recognitions/same biocidal
products

* In general we are able to keep to the
timelines

» Possiblility to deviate for problem
resolution
- Keeping to timelines?
- Best interest of applicant?
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Same biocidal product

« Straight forward procedure, very useful for
SME’s and private label companies

* Experience until now:

— Proof that your product is ‘the same’ as the
reference product

— When relevant: only administrative changes

— Letter of Access to all data of reference
product and active substance
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Union authorisation

* Pre-submission phase with ECHA

* Discussions:
— |s product within scope of BPR?

— The right PT?
— MSs may have different interpretations
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Union authorisation
— the story until now

* Not many applications received yet:
— High tariff to be paid to ECHA (and eCA)
— Not available for all PTs yet
— Limited number of approved active substances

« National same biocidal product from a Union
family-member not possible yet
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Biocidal product families

* Defining the family
- Similar use?
— Similar composition?
— Similar levels of risk and efficacy?
» Guidance Is final, Q&A documents
under development

* Family SPC, Meta SPC, product
SPC. IT tools to be adjusted
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Biocidal product family -
developments

« SME: consortia formation to share
COStS

« Advantage to make the family as big
as possible?
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Simplified authorisations

Active substance on Annex |
Efficacy needs to be proven

 Complete SPC needs to be proven (shelf
life)

* No LOoA for product approval: no incentive
to put new substances on Annex |?
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Transition of biocidal products
from national law to BPR
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Approved active substances

 All active substances approved
for all PTs a product is ’
iIntended for 2> BPR

 Otherwise - national law

 Transition from national law to |
BPR within 3 years of approval
final a.s./PT combination
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After active substance approval

 Products can remain on the market
only if authorisation under BPR is
applied for

* No new product authorisations under
national law
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IT tools take centre stage?
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Handling of applications

R4BP3

%\ Member

Appllcant < Request resubmission dossier St

Read

| | IUCLID |
licii \l | 3ubm|tdoOer > ECHA|\ & )l e \
Stand-alone U ECHAS

ctgb




Consequence of IT architecture

« CA can not amend the IUCLID
dossier

* Applicant is completely responsible
for the dossier

« Evaluation of the provided
information by applicant
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ECHA provides guidance for
applicant’s tasks
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ECHA provides guidance at

http://echa.europa.eu/
MECHA |

EUROPEAN CHEMICALS AGENCY

About Us Regulations Addressing Chemicals Information on Chemicals in our Life
of Concern Chemicals
ECHA > Support > Guidance > Guidance Documents > Guidance on biocides leqgislation nunmu 13
+ About Us Guidance on biocides legislation

+ Regulations
The list below contains all the guidance documents which are available, or will be available, on this website, These
+ Addressing Chemicals of documents have been developed with the participation of Member States, industry and accredited stakeholders. The
Concern objective of these documents is to facilitate the implementation of the Biocidal Products Regulation (BPR) by
describing good practice on how to fulfil the obligations.
+ Information on Chemicals .
In addition to BPR guidance, Biocidal Products Directive (BPD) guidance and other related documents are considered

+ Chemicals in our Life applicable for new submissions under the BPR in the areas where the BPR guidance is still under preparation.
Furthermore these documents are still valid in relation to the applications for active substances for &nnex I inclusion
or applications for product authorisation under the BPD that may still be under evaluation.

Search all Guidance documents

ohigations Feedback Form

Consultation Guidance on REACH Guidance on CLP Guidance on Biocides legislation
Procedure

Guidance Documents  Bjocidal Products Regulation

Guidance in a Nutshell

e — > Guidance for Human Health Risk Assessment
Practical Guides

Formats > Guidance on data sharing

Q&bs Support
> Guidance on applications for technical equivalence
Information toolkit

Testing methods and > Guidance on information requirements
alternatives
Webinars < : 5
> Guidance on active substance suppliers
+ Dossier Submission Tools

+ Helpdesks Note that new guidance structure is under development. More information :



ECHA provides submission
manuals, supporting documents etc.

MECHA

EUROPEAN CHEMICALS AGENCY Advanced se

About Us Regulations Addressing Chemicals Information on Chemicals in our Life
of Concern Chemicals

ECHA > Support > Dossier Submission Tools > R4BP 3 > Biocides Submission Manuals “unmn 2

+ About Us Biocides Submission Manuals

+ Regulations 2 n % s 5 73 o 3 g ; 3 :
The aim of the Biocides Submission Manual (BSM) series is to provide industry users with detailed and illustrative

+ Addressing Chemicals of technical assistance. The BSM series describes how to build IUCLID dossiers for the various Biocidal Product
Concern Regulation applications and how to submit and manage those applications in R4BP 3 until a successful outcome is
achieved.
+ Information on Chemicals
+ Chemicals in our Life Submission manuals
- Support

Biocides Submission Manual 1: Using IUCLID for biocide applications [PDF]
Biocides Submission Manual 2: Using R4BP 3 for biocide applications [PDF]
Biocides Submission Manual 3a: Active substances Part 4, Initial submissions [PDF]

v

+ Guidance

v

Q&as Support

v v

Biocides Submission Manual 3b: Biocides Submission Manual 3b: Active substances Part B, Technical
equivalence and Chemical similarity [PDF]

Biocides Submission Manual 4a: Biocidal products Part &, Initial submissions [PDF]
» Biocides Submission Manual 4b: Biocidal products Part B, National authorisation changes on request

Information toolkit

Testing methods and
alternatives

v

Webinars [PDF]
» Biocides Submission Manual 5: Invoicing in R4EP 3 [PDF]

Dossier Submission Tools Biocides Submission Manual 6: Confidentiality requests for biocide applications [PDF]
+ -

IUCLID

CHESAR

R4BP 3

+ Helpdesks

Practical examples of
exposure scenarios

+ Small and Medium-sized ,
Enterprises (SMEs)

Restriction 7




Questions?

Questions after the meeting:
Contact ECHA at
http://echa.europa.eu/contact/helpdesk-contact-form

Contact Ctgb at

servicedesk@ctgb.nl Ctgb




