? Q€ OO TN D @4'\“ o "

fxb 4»* W

‘ &egulatlon of Bio gléal Control Agents ‘ 4.
>

International T d mﬁtw Context

% 0 X
<$—§ ‘ }. WX <>
Antoon Loo ,"‘ ” EE?
>
XK s o
VG %z 0’0‘0“ ;x
KA < hi "oul

Plant Protection Service A’_M
Wageningen, @Netherlands




,r"'l"',!r'- i National Geographic 2003



LS METIRTEDATS N @
0 2B IS 4‘» ‘ :
g ¢ € > m« O

< |
Legislative Instruments Macrobials <

Two major international legally binding treaties:

1. International Plant Protection Convention (IPPC - 1951)
addresses economic impact exotic species

2. Convention on Biological Diversity (CBD — 1992)
addresses ecological impact exotic species

3. World Trade Organisation (WTO)

=—--= landbouw, natu
= voed se,tﬁaraliten /WS
AN



X" 4‘ 440“} \ 44" 7
e & !3'. o

<4 Leglslatlve Instruments &
>

Free trade Phytosanitary pests Biodiversity

KPR <X
| gioigé@ ( j




(XGT 4€ CCO“} ,\ «" 7
L DN !]'.

)

Leglslatlve Instruments

>

€«

<<

Free trade




)

O

€
>

KK <€ 440“(‘}.:?. \ «" i’

34

Leglslatlve Instruments

Free trade Biodiversity
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¢ Legislative Instruments .

>
Changes

from Code of Conduct to ISPM3

« export, import, shipment and release
 exotic and native

- legally binding standard

« emphasis also on environmental risks
« implementation, documentation

[import, 1st introduction]
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< Legislative Instruments EU {
»

Micro-organisms:

Directive 91/414, Part B (micro-organisms and viruses
including corresponding annexes)

Macro-organisms:

No legislation / directive (national regulations)

=m=) REBECA
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Introduction exotic species

three types of national legislation:

1. Pesticide acts

2. Plant health acts

3. Nature conservation acts

| > e
AN ( /\\/x AN ( /\\.
=—--= landbouw, natuur en Q ( A
= voeds@;liteit \
S AW |



} 4 {1 y ‘ { { ( } W N N ‘ ‘{ ‘ { y 4
gy ¢ < > > SR
¢ Legislative Instruments EU p

Legislation : different types, (1981) 1992-2004 4

Substances (3)
@ pesticide

Plant Health (5)
O  phytosanitary

Nature Conservation (8)
® environment

No / other (3)
@
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Legislative Instruments EU

Regulation in place?

® Implemented (9)

O In preparation (4)

© No regulation (6)

Ll
o a
CAB Internatidnal *
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Dossier for application required?
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® Required (9)

O In preparation (2)

© No forms required (8)
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Legislative Instruments EU

Competent / National Authority in place?
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CAB Internatidnal *
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Assigned (14)
® environment

O plant health
O pesticides

Not assigned yet (5)
o
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Regulation exotic-native IBCAs different?

® Norway
Austria
Sweden

9 other
countries

B Czechia,
Denmark,
Hungary,
Slovenia,

Spain,
» not different mdifferent no regulation Swﬂzerland
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< Legislative Instruments EU {
»

Regulation exotic-native IBCAs different?

® Norway UK
Austria .
Sweden - exotics only
Hungary
- natives no measures
9 other .
countries - exotics approval
Switzerland
= Dczec"'?(’ - import permit exotics
enmarik, - era exotics > natives
Hungary, .
Slovenia, Spa’n
Spain, - exotics permit
» not different mdifferent no regulation Switzerland - natives notification
UK
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Legislative Instruments EU

System: autorisation, permit, license, etc.
Regulation Forms

B Belgium
Denma
Spain

O Czechia
France
Germany
Greece
Italy
Netherlands
Portugal

B Finland
Hungary
Norway
Slovenia
Sweden

UK

N ¢
>» » 'mu

Bl permit / licence

O health certificate
Ounknown

Bl permit + autorisation (r)

M permit = not effective

OPoland B Austria
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< Legislative Instruments EU

System: autorisation, permit, license, etc.
Regulation Forms

® Finland
H Belgium Hungary
Denma Norwa_y
Spain Slovenia
Sweden
UK
O Czechia
France
Germany
Greece
Italy
Netherlands

Portugal

OPoland B Austria
Switzerla
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Period: depending
1-2 years
import > renewal

5 - 10 years

registration

Bl permit / licence

Bl permit + autorisation (r)
Ohealth certificate
Ounknown

M permit = not effective
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Almost all have legislation, but very different
Most countries have assigned a National Authority
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Almost all have legislation, but very different

Regulation — no regulation / in preparation : 50 — 50
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Summary & Conclusions .
4

Almost all have legislation, but very different

Native — exotic organisms regulated or evaluated differently
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Almost all have legislation, but very different

No ‘legal’ difference ‘new’ and ‘old’ organisms
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Almost all have legislation, but very different

Regulated ‘list of species’ differs between countries ...
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< Summary & Conclusions .

Almost all have legislation, but very different >

= Application per individual organism, dossier required
=  Criteria risk assessment, analysis & approval not uniform
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Summary & Conclusions p
4

Almost all have legislation, but very different

Harmonisation useful
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Case:
legislation — regulation
The Netherlands
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< Legislative Instruments NL )
4

Legislation in The Netherlands
Plant Health Act (‘Plantenziektenwet’)
* ‘phytosanitary’ (Q + pest species)
Flora and Fauna Act (‘Flora en faunawet’)
* ‘biodiversity’ act
- regulation IBCAs > Order in Council (‘AMvB")

Pesticide Act (‘Bestrijdingsmiddelenwet’)
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importing <

G. ‘ ._66?- -
BCA = no regulation :

4

Q = Plant Health Act

import: export
PRA

(criteria)

release
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Procedures p
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Plant Health Act
FF Act :
« prohibition, to release ... exotic AND native species, but
- appointed species ...
» black list (cf. quarantine lists)
» white list > exemption list (general)

 derogation (individual)
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Procedures

Criteria for risk — assessment

BCAs already in use (repair policy) > quick scan
BCAs new > comprehensive analysis

Criteria same:

* identity

* health (animal, human)

« environmental effects > 5 ecological factors

- (efficacy)
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Criteria for risk — assessment
Approach:
BCAs already in use (repair policy) > quick scan
* based on arguments NOT to (continue) release (Ministry)

- evidence NT effects / expected risks extrapolated NL

* ‘benefit of doubt’: no risks known = exempted

* for and against: available information + or -

BCAs new > comprehensive analysis

» based on arguments for SAFE release (Appllcant)
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< Procedures: new organisms p
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Approach (currently in development):

application for derogation (‘ontheffing’)
» dossier required information (applicant)
 information & evaluation format (Bigler et al., 2005 BNI):

« OECD guidance IBCAs, refined in IOBC
guidance

« Comprehensive analysis ERA [PRA]
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