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ABOUT THE OECD

The Organisation for Economic Co-operation and Development (OECD) is an intergovernmental organisation
composed of 30 industrialised countries in North America, Europe and the Pacific. The OECD works to co-
ordinate and harmonise government policies, address issues of mutual concern, and respond to international
problems.

The Pesticide Programme was created in 1992 within the OECD’s Environmental Health and Safety Division
to help OECD countries:

* harmonise their pesticide review procedures,
» sharethe work of evaluating pesticides, and
 reduce risks associated with pesticide use.

The Pesticide Programme is directed by the Working Group on Pesticides, composed primarily of delegates
from OECD Member countries, but also including representatives from the European Commission and other
international organisations (e.g. United Nations Food and Agriculture Organization, United Nations
Environment Programme, World Health Organization, Council of Europe), and observers from the pesticide
industry and public interest organisations (NGOs).

In addition to the Series on Pesticides, the Environment, Health and Safety (EHS) Division publishes
documents in five other series. Testing and Assessment; Good Laboratory Practice and Compliance
Monitoring; Risk Management; Har monization of Regulatory Oversight in Biotechnology; and Chemical
Accidents. More information about the Environment, Health and Safety Programme and EHS publications is
available on the OECD’ s World Wide Web site (see next page).

This publication was produced within the framework of the Inter-Organization Programme for the Sound
Management of Chemicals (IOMC). It was approved for derestriction by the Joint Meeting of the
Chemicals Committee and the Working Party on Chemicals, the governing body of the Environment,
Health and Safety Division.

The Inter-Organization Programme for the Sound Management of Chemicals (IOMC) was established in
1995 by UNEP, ILO, FAO, WHO, UNIDO and the OECD (the Participating Organizations), following
recommendations made by the 1992 UN Conference on Environment and Development to strengthen co-
operation and increase international co-ordination in the field of chemical safety. UNITAR joined the
IOMC in 1997 to become the seventh Participating Organization. The purpose of the IOMC is to promote
co-ordination of the policies and activities pursued by the Participating Organizations, jointly or
separately, to achieve the sound management of chemicals in relation to human heath and the
environment.
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1. Introduction and Background

The development of harmonized data requirements for microbia pesticides has been a goal of the OECD
Working Group on Pesticides for several years. A guidance for registration requirements would facilitate
access to awider range of new, reduced risk, IPM compatible pest management tools, by making it easier
for companies to submit registration applications to many countries and for regulatory agencies to benefit
from each other’s reviews. A 1996 report of the European Crop Protection Association (ECPA) supported
harmonization, as a means to encourage the development of environmentally-friendly pest control
products for sustainable agriculture.

At the June 1997 meeting of the Working Group on Pesticides, countries expressed interest in developing
guidance for registration requirements for microbia pesticides. The European Commission (EC) invited
comment on a draft document outlining European Union (EU) data requirements for microbial pesticides.
Progress of the United States and Canada toward harmonization was also noted, particularly in the areas
of headth and product chemistry. The OECD Secretariat subsequently distributed for comment, the
proposed EU data requirements as well as information provided by Canada, Switzerland and the U.S. on
their own data requirements.

Canada prepared a comparative summary of the data requirements of the EU, Canada, Switzerland and
the United States, which was distributed at the February 1998 meeting of the Working Group on
Pesticides. The EC indicated that the proposed EU data requirements would be amended to take into
account these comments. An OECD Microbia Steering Group was established with a workplan to
facilitate input from non-EU countries to the EC activity as the basis for developing an * OECD’ guidance
for registration requirements for microbial pesticides.

An EU workshop on “The Scientific Basis for Risk Assessment” of microbial pesticides was held in
Stockholm in October 1998, with the invited participation of severa non-EU countries. Sweden was
tasked with drafting an EC Guidance Document on microbial data requirements, which was circulated for
comment to EU Member States and the OECD Microbial Steering Group, in spring 1999.

At the June 1999 meeting of the OECD Working Group on Pesticides, Canada provided a table
comparing data requirements of Canada, the U.S. and the EC draft Guidance Document, indicating
substantia similarities in regulatory approach. Canada agreed to draft a proposa for ‘OECD’ basic data
requirements for microbial pesticides, which would provide guidance for registration requirements and
flag areas of difference.

This document proposes guidance for registration requirements for microbial plant protection products, as
well asindicating where there are differences among countries. Some differencesinclude:

requirement by Canada, U.S. and Japan, but not EU, for additional quality control data
requirement by Canada and U.S. but not EU or Japan for theoretica discussion of unintentional
ingredients in technical grade active substances and in end-use products,

requirement by EU but not Canada, U.S. or Japan, for short-term toxicity/pathogenicity data,
requirement by EU and U.S. but not Canada or Japan for acute oral and inhaation data on end-
use products, as well as different approaches to potential skin sensitization,

requirement by EU, U.S. and Japan but not Canada for eye irritation data

requirement by EU but not Canada, U.S. and Japan, for operator/bystander exposure monitoring
data,

requirement by EU, Canada and Japan but not U.S,, for efficacy data.

VV VV VYV
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2. Definitions

Additive: an ingredient, other than the MPCA, intentionally added to aformulation.

Microbia impurity (= microbial contaminant): a microorganism present in product, other than the
specified microorganism of the MPCA; an alternate/mutant form of the MPCA is considered to be a
microbial impurity.

Other impurities of toxicological concern: unintentional ingredients of the product, other than microbial
impurities, which are toxic or sensitizing to mammals.

Microbia pest control agent (MPCA)(= active substance): a microorganism (bacterium, alga,  fungus,
protozoan, virus, mycoplasma, rickettsia) and any associated metabolites, to which the effects of pest
control are attributed.

Microbia pest control product (MPCP) (= microbial plant protection product): a product containing an
MPCA that is registered or labelled with instructions for direct use or application for pest control
purposes.

Technical grade of MPCA: microbial material used for manufacture of microbia pest control products. It
is the purest preparation of the MPCA resulting from a typical production process, and contains no
additives except for purposes of MPCA growth or replication, or typical purification. It may be
commercially distributed to manufacturers of microbial pest control products either in its pure form or
augmented with preservatives, stabilizers, and diluents; or it may be a hypothetical stage in the
manufacture of the microbial pest control product.

Infectivity: the ability of a microorganism to invade and persist in a viable state or to multiply within or
on an organism, with or without disease manifestation.

Pathogenicity: the ability of a microorganism to inflict injury and damage in the host after infection, and
depends on host resistance or susceptibility.

Toxicity: the injury or damage in a host caused by a poison or toxin; infection, replication or viability of
the microorganism is not necessarily required.

Maximum hazard testing: a testing scheme that is designed to maximize any toxic or pathogenic effects of

the test substance on the test (nontarget) organism. The following concentrations of MPCA are typicaly

employed:

- for topical application to arthropods, 100x maximum rate of application on label

- for spray to terrestria plants, maximum rate of application on label

- for application to a medium, 10° active units'gram of soil or water; or 1000x the expected
environmental concentration of the MPCA immediately following direct application a the
maximum label rate to a 15 cm layer of soil or water, whichever is greater or achievable.

10
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3. Rationale

Regulatory authorities generally require sufficient information on a microbia pesticide to characterize it,
to assess its potential risks to people and to the environment, and to confirm its effectiveness for pest
control. Unlike chemical pesticides, microbial agents may infect or cause disease in other living
organisms. Potential adverse effects of microbia pesticides include displacement of nontarget
microorganisms and allergenic, toxic, and pathogenic effects on humans and other nontarget organisms.
However, microbia agents typically have narrow host ranges and occur naturally in the environment to
which they are applied. Such factors reduce the likelihood of harm should a microorganism be used for
pest control. Consequently, the risk assessment of microbial products rests heavily on the biological and
ecological profile of the microorganism and a set of short term toxicity/pathogenicity tests, with the
expectation that negative test results will alow a high degree of confidence in the safety of the
microorganism.

4. Explanation of thetables
The following tables list the types of information that the pesticide regulatory authorities of most OECD

member countries consider to be the basic requirements for microbia pesticides. Basic requirements are
those which are sufficient to assess and register those products which meet the following criteria:

> the microorganism and its metabolites pose no concerns of pathogenicity or toxicity to mammals
and other non-target organisms which will likely be exposed to the microbia product.

> the microorganism does not produce a known genotoxin

> al additives in the microbial manufacturing product and in end-use formulations are of low

toxicity and suggest little potential for human health or environmental hazard.

The first table provides guidance for registration requirements for microbial pest control agents, the
“active substances'; the second table lists requirements for microbial products used for pest control. For
reference, the right-hand columns provide the data-part or guideline numbers of the registration guidance
published by the EC, Canada, and USA, which describe the information requirement listed in the left-
hand column. In the column for Japan, “R” means that the data submission is in principle necessary in
Japan; “CR” means that the data submission is necessary when the microbial pesticide meets a certain
criteria.  Each table includes information requirements common to the European Union, United States,
Japan and Canada, as well as the requirements (underlined) of severa but not al of these authorities.

Member countries may require additiond information on a proposed product to address potential hazards
and exposure scenarios specific to the proposal.

If a microbial pesticide does not meet the above criteria, member countries may require additiona
information or refuse registration.

11
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7. Sour ces and Web Sites

Canada PMRA Guidelines for the Registration of Microbia Pest Control Agents and Products, Pro98-
01, at http://www.hc-sc.gc.ca/pmra-arla/pro9801e. pdf

Commission of the European Communities. Directive 2001/36/EC - Annexes | and Il — Data
requirementsfor micro-organisms: dated May 16, 2001.

U.S. EPA 40CFR 158.740 Microbial Pesticides Data Requirements, at
http://www.epa.gov/epacfr40/chapt-1.info/subch-E/40P0158. pdf

U.S. EPA Microbial Pesticide Test Guidelines, at
http://www.epa.gov/docOPPTS Harmonized/885 Microbial Pesticide Test Guidelines
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