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Invertebrates, Microbes, Botanicals and
Semiochemicals

 Fundamental difference in regulation between groups of agents

* Microbes, Botanicals and Semiochemicals regulated by EU
directive 91/414 — consistent across Europe, but can have
expensive regulatory costs in some countries

* Invertebrate BCAs — no EU directive, and variable regulatory
policy in different countries

e Relative success of invertebrate BCAs attributable to absence
of coordinated ‘EU directive-based’ regulation — but ‘country-

specific’ legislation causes problems
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Regulation of Invertebrate BCAs in Europe

® Implemented (9)

O In preparation (4)

O No regulation (6)



What needs to be harmonised?

Previous guidelines (FAO, EPPO, OECD):
achieved by CHIBCA 2004-5

Information required in dossiers in EU
countries which have regulation:
documents produced by EU REBECA project

Consistent regulation across whole of
EU/EPPO/IOBC-WPRS region:

CHIBCA 2008 and beyond %



History of CHIBCA 2004-5

Commission approved in 2003
Agreed to focus on invertebrates

Meetings of industry, regulators and
scientists held in 2004-5

Produced a harmonisation of previous
FAO, EPPO and OECD guidelines in a
published article
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Abstract

he -:‘"]e-:tne of pv\:ﬂdmg gudance to "dusrr' T :-"o'ar"o'.
oners and competent :‘.nt;onal regulatory authorities on the
ulatory framework for the import and release of invertebrate
buologicel control agents (IBCAs). As the scope ond the level of detnal
=i Ven in these documents were diverse in many respects it has been
i 1 stalweholders to applv such gu.-:'.E ines, and fo integrate
h.E"" m & I:'nrm-:n.zed way into national regulatory documents. At the
b ::-f several stokeholders, the Internationz] Orgomzation for
Biological Control of Noxous imimels and FlontsWest Polaearctic
B:eg:t:cnr. Section (IOBC/WPRS) crganized an inifintive with the objective
of merging all relevant infernational docurents into one document, to
pvu'-.'uie maore specific guidence, and to harmenize the regulstion of IBCi4s
in Eurgpean countries and in other countries of the IOBC/WPRS. This
document consists of five sections which together form comprehensive
suidelines specifying the information required for regulating import and
relense of IBCAs.

e Commission on harmonisation of
Invertebrate biocontrol agents (CHIBCA)

* Merged previous documents of FAO,
EPPO and OECD

o Guidelines produced by representatives of
iIndustry, regulatory bodies and science

See Bigler et al., Biocontrol News and Information 26,
2005
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Regulation of Biological Control Agents

- ‘Regulation of
m | i

Biological Control Agents

Key Aim: Develop a balanced regulatory system
that minimizes the costs imposed on
iIndustry without compromising risks to
human health or the environment

www.rebeca-net.de
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REBECA: Activities, Achievements
and Recommendations

Compared EU regulatory systems with USA, Canada,
Australia and New Zealand

Produced a standardised ‘Permit Application’ form
Written an accompanying ‘Guidance Document’
Devised hierarchical ERA with details of methods

Made recommendations for updating EPPO Positive List

Set out options for implementing a balanced regulatory
system in Europe, including an EPPO-IOBC Expert Group
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i Application for advice about release of IBCA by stakeholder
(company, national authority, other)

/ N

First use of organism in EU/EPPO Organism already used in EU/EPPO
submission of dossier to request to put species on
relevant parties Positive List to EPPO

EXPERT GROUP (EPPO-1IOBC)

advice to relevant parties // \\\ advice to EPPO

v

NCAs — EPPO
NCA decides about release and EPPO decides and informs stakeholder
informs stakeholder about placement on Positive List
v v

Advice placed on Positive List on open part of %
restricted website EPPO website




CHIBCA: 2007 forward plan

* Act as ‘IOBC contact point’ in EPPO-10OBC Joint Panel (Expert
Group) and nominate IOBC representatives

 Review and update EPPO ‘Positive List’ of ‘safe’ species

« Explore ability of Joint Panel to provide advice on ‘First
Releases’

o Liaise with EU/EPPO/IOBC-WPRS ‘member states’ to promote
‘'standard forms’ for licence applications

 Translate forms into national languages
« Establish database of national regulators
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CHIBCA: Progress on 2007 plan

EPPO-IOBC Joint Panel established: meetings held in
Wageningen (2008), Engelberg (2009) — next meeting

Valencia (2010) — full reports on IOBC-WPRS CHIBCA
website

EPPO 2002 ‘Positive List’ reviewed and updated — some
species deleted from original list, new species added

Criteria for additions and deletions reviewed and updated

New Appendix (Ill) created — species deleted from Positive
List with reasons
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CHIBCA: Progress on 2007 plan

EPPO likely to ‘badge’ Standard Application forms’ for licence applications as
‘EPPO documents’ - wide coverage in EPPO and IOBC-WPRS regions

EPPO can translate documents into national languages — wider take up

EPPO-IOBC Joint Panel unlikely to provide advice on ‘First Releases’ — not the
role of EPPO Panels — have to explore other options

Proposal for a workshop with national regulators and industry (in conjunction with
Joint Panel meeting) to discuss likely need and demand for ‘First Release’ advice

Workshop provides opportunity to establish database of national regulators
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CHIBCA: Looking Forward

Third meeting in Valencia, March 2010 — assessment of workload

Positive List will require regular updating — feasible by electronic
communication?

Progressive withdrawal of pesticides creates challenge and
opportunity for biocontrol — new licence applications

ERA of new releases essential — can NCAs do this?

Is there a need for an ‘independent’ advisory service for new
releases? Consultation with NCA regulators and industry

Could IOBC-WPRS provide this service?
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