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1. Background on OECD — BPSG 

2. Deliverables/outputs on biopesticide 

harmonization activities 

3. Current projects 

4. Future activities 
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OECD BPSG – Past, Present & Future 
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OECD 

• The OECD work on agricultural pesticides aims 

to help member countries: 

– Improve the efficiency of pesticide control 

– Share the work of pesticide registration and re-

registration 

– Minimize non-tariff trade barriers 

– Reduce risks to human health and the environment 

• OECD provides a forum for regulatory 

collaboration via the Working Group on Pesticides 

(WGP) 
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OECD — Working Group on Pesticides 
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OECD — Working Group on Pesticides  

• OECD Meetings – twice a year: 

– Spring/Summer:  

• OECD Working Group on Pesticides 

• OECD BioPesticides Steering Group (BPSG) 

– Fall:  

• OECD Registration Steering Group (RSG)  

• OECD Risk Reduction Steering Group (RRSG) 
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OECD Working Group on Pesticides 

• Last meeting held in Paris (March 
2011) 

• Agenda included topics such as: 
– Hazard/Risk Assessment and Test Guidelines  

– Minor Uses 

– Progress reports from 
• Biopesticides (BPSG) 

• Registration (RSG) 

• Risk Reduction (RRSG) 

– Management of the Pesticides Programme 
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OECD — BPSG 

• The BioPesticides Steering Group (BPSG) 

was established by the WGP in 1999: 

– To help member countries harmonize the 

methods and approaches used to assess 

biological pesticides; and 

– Improve the efficiency of control procedures. 
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OECD — BPSG 

Biological Pesticides: 

 

• Microbials 

 

• Pheromones and Other 
Semiochemicals 

 

• Macroorganisms 
(Invertebrate Biological 
Control Agents) 



NAFTA Technical Working Group on Pesticides 

Grupo de Trabajo Técnico del TLCAN sobre Plaguicidas 

Groupe de travail technique de l’ALENA sur les pesticides 

10 Health
Canada

Santé
Canada

OECD — BPSG: Members 

• OECD Secretariat 

• European Commission 

• Canada 

• USA 

• Austria 

• Denmark 

• Germany 

• France 

• UK 

• Netherlands 

• Sweden 

• Switzerland 

• Australia 

• Mexico 

• IBMA (International Biocontrol 

Manufacturers’ Association) 
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OECD — BPSG: Past 

• The first tasks of the BPSG consisted of: 

– Reviewing regulatory data requirements for 

the three categories of biopesticides 

– Developing formats for dossiers (submissions) 

and monographs (evaluation reports) for 

microbials, and pheromones and other 

semiochemicals 
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OECD — Publications 

• Registration requirements: 

– Pheromones and other semiochemicals (Series 

on Pesticides, No. 12, 2001) 

– Microbials (Series on Pesticides, No. 18, 2003) 

– Invertebrate Biological Control Agents/IBCAs 

(Series on Pesticides, No. 21, 2004) 
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OECD Publications 

• ENV/JM/MONO(2003)5, Guidance for 
Registration Requirements for 
Microbial Pesticides No.18 

• OECD Guidance for Country Data 
Review Reports on Microbial Pest 
Control Products and their Microbial 
Pest Control Agents (Monograph 
Guidance for Microbials) No. 22 (2004) 

• OECD Guidance for Industry Data 
Submissions for Microbial Pest Control 
Products and their Microbial Pest 
Control Agents (Dossier Guidance for 
Microbials) No. 23 (2004) 

• ENV/JM/MONO(2004)1, Guidance for 
Regulation of Invertebrates as 
Biological Control Agents (IBCAs) 
No.21 
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OECD Publications 
• ENV/JM/MONO(2001)12,Guidance for 

Registration Requirements for 
Pheromones and Other Semiochemicals 
used for Arthropod Pest Control No.12 

• OECD Guidance for Industry Data 
Submissions for Pheromones and Other 
Semiochemicals and their Active 
Substances (Dossier Guidance 
Document for Pheromones and Other 
Semiochemicals) No.16 (2003) 

• OECD Guidance for Country Data 
Review Reports for Pheromones and 
Other Semiochemicals and their Active 
Substances (Monograph Guidance for 
Pheromones and Other 
Semiochemicals) No.17 (2003) 
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OECD — BPSG: Present 

• The BPSG then concentrated its efforts on 

science issues that remain as barriers to 

harmonization and work-sharing, focussing first 

on microbials: 

– Taxonomic identification of microorganisms 

– Genetic toxicity assessment 

– Occupational/bystander and consumer exposure 

– Metabolite residues in food 

– Efficacy evaluation 
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Working Document 

• ENV/JM/MONO(2008)36, Working Document on 

the Evaluation of Microbials for Pest Control 

– This Working Document is essentially a guidance 

document for government and industry risk assessors, 

and for scientists involved in the registration and 

regulation of microbials 

• Registrants should be better prepared to submit relevant data 

in dossiers 

• Regulatory authorities should be better prepared to review 

the submitted data for monograph preparation 
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Other BPSG Science Issues 

• BPSG continued to work on other special topics 
of interest that represent barriers to work-
sharing and joint reviews for microbials: 
– Microbiological contamination in microbial products 

– Environmental safety evaluation of microbials 

– Storage stability testing of microbial products 

– Justification for non-submission of data/waivers 

– Pre-submission meeting process 

• Efforts also continued on other biopesticides: 
– Evaluation of pheromones and other semiochemcials 

– Approaches for characterizing and assessing risk of 
other biological chemicals (e.g., botanicals) 
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New Publications 

• ENV/JM/MONO(2011)43, OECD Issue Paper on 
Microbial Contaminant Limits for Microbial Pest 
Control Products No. 65 (published 12-Oct-2011) 

• ENV/JM/MONO (2012)XX, Guidance to the 
Environmental Safety Evaluation of Microbial 
Biocontrol Agents (pending final WGP approval) 

• REVISED ENV/JM/MONO(2001)12, Guidance for 
Registration Requirements for Pheromones and 
Other Semiochemicals used for Arthropod Pest 
Control (final draft for BPSG commenting early 
2012) 
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Improving Communication 

• ENV/JM/MONO(2009)19, Report of Workshop on 

the Regulation of Biopesticides: Registration and 

Communication Issues 

– Workshop held 15-17 April 2008 in Arlington, VA 

– Emphasis on encouraging communication between 

regulators, scientists, industry, consumer 

organizations, grower organizations and NGO’s 

– Objectives included discussing and resolving science 

issues and harmonize approaches with registering 

biopesticides (evaluation and risk assessment) with a 

view to resolve barriers to joint reviews 
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Improving Communication 

• BPSG instituted ―Seminar Day‖ to precede its 
annual meetings to continue fostering open 
dialogue between regulators, registrants and 
researchers on specific science issues/topics: 
– 2009, Identity and Characterisation of Micro-

organisms [ENV/JM/MONO(2010)43] 

– 2010, Fate in the Environment of Microbial Control 
Agents and their Effect on Non-Target Organisms 
[ENV/JM/WRPR(2011)27] 

– 2011, Characterisation and Analyses of Botanicals for 
the Use in Plant Protection Products [report in 
preparation] 
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Future OECD — BPSG Activities 

• Development of BPSG Workplan for 2013-2016 
underway 
– Continue on-going activities from 2009-2012 Workplan 

• Resolve science issues associated with registering microbials 
and pheromones/semiochemicals 

• Resolve science issues associated with registering botanicals, 
including develop an OECD Guidance Document on 
botanicals/plant extracts 

• Implement practical tasks to facilitate work-sharing, including 
pre-submission meeting checklists, update microbial Dossier 
and Monograph Guidance documents, harmonize data sets for 
registration 

– Consideration of new project proposals from member 
countries and IBMA 
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Microbial Evaluation Templates 

• Canada led BPSG project to harmonize microbial 

data evaluation templates of industry-generated 

test data and justifications for data omission 

(waiver rationales) 

– Intended to enable sharing of individual country 

reviews and allow for work-sharing and joint review 

opportunities among member countries 

– Templates are finalized and are to be included in 

revised OECD Dossier and Monograph guidance 

documents for microbials  
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Global Joint Reviews 

• BPSG has set the stage for joint reviews and 

work-sharing opportunities involving 

biopesticides:  

– Numerous harmonization/alignment projects 

completed, and others continue, for microbials and 

pheromones/semiochemicals  

– EU 4th List Programme completed 

– Canada and U.S. have successfully completed a 

number of biopesticide NAFTA Joint Reviews, with 

other reviews currently underway and more planned 
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Joint Reviews — Benefits and Efficiencies 

• Increases the efficiency of the registration process (e.g., 
assessment work on often large and complex scientific dossiers 
is shared among regulatory authorities) 

 

• Strengthens the regulatory process (e.g., peer-review process, 
where best available practices are used and science is 
harmonized where possible) 

 

• Facilitates the evaluation of new pesticides at the same time 
in numerous jurisdictions/countries, while meeting country-
specific regulatory requirements 

 

• Provides growers with same time access to pest control 
products as in other countries 

 

NOTE: Program is still evolving and expanding as regulatory 
authorities and applicants build upon their experiences 
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OECD — Joint Reviews  

• OECD vision is to have data submissions (dossiers) for 
chemical agricultural pesticides to be prepared globally 
whenever possible (and in OECD format) by end of 2014 

 

• The planning of ―global‖ joint reviews is routinely 
discussed in conjunction with the OECD meetings: 

 
a) Government only session 

b) Government – Industry session 

 
Note - Joint Review is defined as: 

– Formal review process with negotiated timelines, with the goal of a 
harmonized and simultaneous registration decision 

– Workload is split among regulatory authorities, where data reviews are 
exchanged and peer-reviewed 
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OECD — Joint Reviews 

a) Government Only Session 

Objective: To discuss general issues related to Joint Review planning 
and on-going global joint reviews. 

e.g.,  

• Administrative issues (e.g., formatting of reviews, communications, 
project plan format/timelines) 

• Scientific Issues (e.g., ―Science Issues‖ matrix developed to identify 
―science‖ hurdles/challenges encountered during joint reviews; 
tabled at OECD Registration Steering Group meeting in 2008) 

• Discussion of on-going work (e.g., status reports re: on-going joint 
reviews) 

 

b) Government-Industry Session 

Objective (Primary): To discuss the planning of upcoming global joint 
reviews for conventional agricultural chemicals 
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Joint Reviews —  Development of Program 

• Global Joint Reviews  
– In 2007, the first truly ―global‖ joint review submission was 

received (chlorantraniliprole), involving the United States, 

Canada, Ireland (EU rapporteur member state), the UK, 

Australia, and New Zealand.  

– After chlorantraniliprole was initially registered in 

countries such as Canada and the U.S. in 2008, by 

November 2008, it was already subsequently registered in 

numerous other countries, a situation which would not 

have been possible without this international approach. 

– Joint Reviews are now the standard way of doing business 

for new conventional agricultural chemicals 

– The number of companies and regulatory authorities 

involved with the program is growing    
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Joint Review Programs: Progress (April 1, 2011) 

• Registered 

– 38 new active ingredients have been registered 

for use in Canada under work-sharing programs: 

 
• 29 joint reviews (6 of them being global) 

 

• 9 work-shares 

 

– Overall - this has resulted in 97 new product 

registrations including both actives and end-use 

products. 
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Joint Review Programs: Progress (1 April 2011) 

• Under Review: 

– 17 new active ingredients were under evaluation in the 

Joint Review program: 

• 10 conventional chemicals (8 under the Global Joint Review program; 

2 under the NAFTA JR program)  

• 7 biopesticides (all under the NAFTA Joint Review program). 

– 4 use expansions (i.e., second-entry Joint Reviews) for 

conventional chemicals were under evaluation in the Joint 

Review program (3 NAFTA JRs, 1 Global JR). 

• Planned:   
– Conventional Chemicals:  8 new proposals: 7 for new active 

ingredients (all global joint reviews) and one use expansion 

(NAFTA JR) 

– Biopesticides: 7 new active ingredients  
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Global Joint Reviews — Process 

• Based on existing 
experiences, OECD recently 
prepared guidance to help 
industry and regulatory 
authorities to ensure 
successful future joint 
reviews 

 

• ENV/JM/MONO(2011)11, 
Guidance Document on the 
Planning and Implementation 
of Joint Reviews of 
Pesticides No. 60 
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Global Joint Reviews 

• Section 1 — Background and Overview of JR Process 

– Definition of ―Joint Review‖ 

– Essential stages and key outputs of a typical joint review 

• Section 2 — Guidance for Applicants 

– Project proposal and planning 

– Joint review project implementation (Dossier Review) 

• Section 3 — Guidance for Regulatory Authorities 

– Planning joint reviews 

– Joint review implementation (Dossier Review) 
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Global Joint Reviews 

• Joint review process for biopesticides will 

closely follow process for chemicals (i.e., 

the process will not be re-invented) 

• Proposals for candidate global joint 

reviews open for consideration 
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