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Directive Directive Regulation
91/414/EE Sustalnable 39672005

PREMARKETING USE PHASE RESIDUES IN
APPROVAL FOOD/FEED
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SUBSTANCE A - Approved at
;. Community level
< _

One decision applying to all the 27
Member States 5
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2 Streams

EXisting
substances

<

o
1993

same evaluation criteria, but slightly
different procedures
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Approval of active substances

Applicant —— Dossier

Member State —— Evaluation 2

EFSA & all MS —. Peer review > Risk

assessment

Conclusions

EFSA . _
risk assessmentj

European Approval/ Risk

.. - >
Commission non approval management
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Evaluation criteria for the
approval of substances

Operator, worker, residents exposure
Consumer exposure
Groundwater contamination

Impact on non target-organisms

® Birds, mammals, bees, soil micro and

macro-organisms, aguatic organisms
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Is the substance safe’?} Human health

Environment

YES % % NO
APPROVAL NON APPROVAL

INCLUSION In EU Uses to expire In the
positive list (ANNEX 1) EU at the latest 18
10 years months after non

approval

10
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What if a substance is not approved?

Draft measure
notified to WTO

do Reply to
days " comments, if any
Adoption and NO IMMEDIATE
publication of Decision IMPACT on MRLs!

NN

Although the substance is not approved in the EU,
existing import tolerances can be kept or new ones
can be set provided that they are safe
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What iIf a substance is not approved?

Non approval Decision

Submission of
l 1year :: MRLs underlying
EFSA evaluates existing MRLs data
l 3 months
Commission proposal But not final decision!

i ]

SPS Notification (60 days)

Consider new data submitted . At least 6 months
via SPS

Adoption procedure @ /

Entry into force new MRLSs
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What if a substance is not approved?

2 18 months

Non approval n > Entry into force
Decision new MRLSs

If existing MRLs (import tolerances) are safe
and supported by data, they will be kept!
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Launched in 1993
983 substances, divided In 4 stages

Finalised in March 2009
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Removed from market

ino dessler subimitted,
Incompleta dossler or dassler
withdraawn by Industryl .ﬂ.ppm'ufed
67% 26%
Mot approved
after review
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Overview of Decisions on new substances
1993-2009

160

144

140

120 -

100 -

80 -

60 -

40 -

Number of New Active Substances

20 -

0,

@ Total number of new active substances B Not-approved new substances
B Approved new substances B Pending new substances
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EU Pesticides database

i Homepage Search Ciownload -
2 Or (. ) i %
Active substances U . =0 ¢ Pesticide EU-MRLs
o “' ‘q.‘ —
Directive 91 /414/EEC Regulation (EC) No 3962005
l Active substance ] Directorate General for l Products I l Pesticides I
updated on 18/02/2009 I Health & Consumers updated on 18/02/2009

18
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EU Pesticides database

Homepage Search Download

Active substances

Select your criteria | Find gubgtance ] |

Category | Al w (2E, 13T -0ctadecadien-1-yl acetate
[4E-7Z)-4 7-Tridecadien-1-yl-acetate
Status | Al w | (4Z-8973-7 9-Dodecadien-1-ol
[7E, 9E)-Dodecadien 1 -vl acetate

= [7E, 9E3-Dodecadien 1-vl acetate
Fram kil g detarls (7Z, 11E)-Hexadecadien-1-yl acetate
(7 £, 11 L-Hexadecdien-1-vl| acetate
ADI |21 v A v| (8E, 10E] - 8, 10 - Dodecadiene 1-yl acetate
(3Z,12E)-Tetradecadien-1-v| acetate
ARFD | All v | | Al w | (E1-10-Dodecenyl acetate

I [ | (E1-11-Tetradecen-1-v| acetate
ADEL | Al v [a v| | Export list | [(E)-2-Methiyl-B-methrylene-2,7-octadien-1-ol(myroenol)

T . = [El-2-Methryl-B-methylene-3 | 7 -octadien-2-ollizomyrcenal)

| alphabetically b (E)-5-Decen-1-cl
Inclusion date | al " | | Al W | [E)-3-Decen-1-yl-acetate
[El-G-Dodecen-1-vl acetate

[E E)-G,10-Dodecadien-1-ol
[E,Z1-8 10-Tetradecadienyl
Expiration date | All W | | all w | [EfZ1-5-Dodecen-1-yl acetate
[EfZ1-9-Dodecenyl acetate (EX21-9-Dodecen-1-ol (Z1-11-Tetrade:
[IF1-1,3 3-Trimethyl-4 B-dicxatricyclol3.3.1 .02, 7 lnonane (linesting
[Z£1-11-Hexadecen-1-ol
1206 entries found  [|LZ0-11-Hexadacen-1 -yl acetate Y

(5

| Search ] | Reset ]
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EURDPEAN COMMISRIORN

Pyraclostrobin

Status under Directive 91/414/EEC
Status: Included
Directive: 04S0/EC
Date of inclusion: 01/06/2004
Rapporter Member State: DE

Category: FU, PG M= Cipac:

| Back

Review Report .@

Expiration of inclusion: 31/05/2014

Remarks:
Toxicological information
Substance: ADI: Source: ARD: SOurce: ADEL: SOuUrce: Other:
Pyraclostrobin 0,03 04{30(EC 0,03 04/ 30{EC 0,015 [ 30EC ARFD 0,05 'Zgg'jr LS

EU - Maximum Residue Levels (Req. (EC) No 396/2005) (MRLs)

Legislation: Pyraclostrobin Annexes:

Req. (FC) Mo 83972005
Req.(EC) M=149/2005

Pyraclostrobin
annex [T
annex IIIE

all values are expressed in mgfkg b day

| MRLs

20
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N

Regulation

Directive Regulation

..... /2009 Sustainable 39672005
/ use
PREMARKETING USE PHASE RESIDUES IN
APPROVAL FOOD/FEED

WHEN? WHAT CHANGES?
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Commission proposal: July 2006

Co-decision procedure (European
Parliament and Council): finalised
January 2009

Publication: expected mid 2009

Application: expected end 2010
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I‘“@ rectorate-General for -
- @ e conume: NeWw Regulation on PPPs

EURDPEAN COMMISION

Will the new rules apply
Immediately to all substances?

J New substances

Approved New rules will

apply at renewal
substances or I
substances

under evaluation

23
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® Active substances approved at EU level

® Products approved at country level

zonal system for authorisations of Plant
protection products
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EURDPEAN COMMISRIORN

Exclude from the market substances of
high concern (health and environment)

® Carcinogens (cat 1,2)

® Mutagens (cat 1,2)

® Toxic for reproduction (cat 1,2)
® Endocrine disruptors

® POP (persistent organic pollutant)
® PBT (persistent, bioaccumulative and toxic)

® vPVvB (very persistent and very
bioaccumulative)

27
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Applicable to carcinogens (cat 2), endocrine
distruptors, substances toxic for
reproduction (cat 2)

Max 5 years approval; minimise exposure!

Control of a serious danger to plant health
which cannot be contained by other
available means
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Criteria: to be applied to already

approved substances only at the time
of renewal

First inclusion normally for 10 years

Most of renewals will be after 2015
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MRLs ruled under Reg. (EC) No
396/2005

Import tolerances can be set under
Reg. (EC) No 396/2005

Risk assessment carried out by EFSA

Risk management decision taken by
the Commission
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Substances of high risk

Comparative assessment between
authorised products

Substitution by and search for safer
alternatives

List of candidates for substitution:
by 2013



-.F/" 3
</ Directorate-General for
Health & Consumers

Longer approval (15 years)
Separate list

Specific criteria for approval may be
set In future
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Not predominantly used as PPP but
nevertheless useful Iin plant
protection

NO concerns

E.g. foodstuff

Approval for unlimited period of time
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Subject to Community approval

Data requirements and review
programme to be defined by 2014
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Negative list

Detailed rules to be defined by 2014



-.F/' 3
</ Directorate-General for
Health & Consumers

APPROVAL SUBSTANCES

1. Risk assessment: )
e Rapporteur Member State 26-38
e European Food Safety Authority months
2. Risk management (Commission) |

AUTHORISATION of PPPs

12-18

e Member State level
months
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Obligation to avoid repetitive testing on
animals

Report on costs/benefits of better traceability
(pesticide passport)

Information to residents:
® pefore spraying

® access to records
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Protection human and animal health and
environment

Dual system, with improved harmonisation

Clear deadlines



Thank you for your

attention

ENVIRONMENT - FRIENDLY PESTICIDE
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