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ANNEX

PART B

MICRO-ORGANISMS INCLUDING VIRUSES

2. BIOLOGICAL PROPERTIES OF THE MICRO-ORGANISM

2.1. History of the micro-organism and its uses. Natural occurrence and geographical
distribution

Familiarity, interpreted as the availability of relevant knowledge of the micro-organism, shall
be presented.

2.1.1. Historical background

The historical background of the micro-organism and its use (tests/research projects or
commercial use) must be provided.

2.1.2. Origin and natural occurrence

The geographical region and the place in the ecosystem (e.g. host plant, host animal, or soil
from which the micro-organism was isolated) must be stated. The method of isolation of the
micro-organism shall be reported. The natural occurrence of the micro-organism in the relevant
environment shall be given if possible at strain level.

In the case of a mutant, or a genetically modified micro-organism, detailed information should
be provided on its production and isolation and on the means by which it can be clearly
distinguished from the parent wild strain.

2.2. Information on target organism(s)

2.2.1. Description of the target organism(s)

Where relevant, details of harmful organisms against which protection is afforded, must be
provided.

2.2.2. Mode of action

The principal mode of action shall be indicated. In connection with the mode of action it
shall also be stated if the micro-organism produces a toxin with a residual effect on the target
organism. In that case, the mode of action of this toxin shall be described.

If relevant, information on the site of infection and mode of entry into the target organism and
its susceptible stages shall be given. The results of any experimental studies must be reported.

It shall be stated by which way an uptake of the micro-organism, or its metabolites (especially
toxins) may occur (e.g. contact, stomach, inhalation). It must also be stated whether or not
the micro-organism or its metabolites are translocated in plants and, where relevant, how this
translocation takes place.

In case of pathogenic effect on the target organism, infective dose (the dose needed to cause
infection with the intended effect on a target species) and transmissibility (possibility of spread
of the micro-organism in the target population, but also from one target species to another
(target) species) after application under the proposed condition of use shall be indicated.
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2.3. Host specificity range and effects on species other than the target harmful
organism

Any available information on the effects on non-target organisms within the area to which the
micro-organism may spread shall be given. The occurrence of non-target organisms being either
closely related to the target species or being especially exposed shall be indicated.

Any experience of the toxic effect of the active substance or its metabolic products on humans
or animals, of whether the organism is capable of colonising or invading humans or animals
(including immunosuppressed individuals) and whether it is pathogenic shall be stated. Any
experience of whether the active substance or its products may irritate skin, eyes or respiratory
organs of humans or animals and whether it is allergenic in contact with skin or when inhaled
shall be stated.

2.4. Development stages/life cycle of the micro-organism

Information on the life cycle of the micro-organism, described symbiosis, parasitism,
competitors, predators, etc., including host organisms, as well as vectors for viruses, must be
presented.

The generation time and the type of reproduction of the micro-organism must be stated.

Information on the occurrence of resting stages and their survival time, their virulence and
infection potential must be provided.

The potential of the micro-organism to produce metabolites, including toxins that are of concern
for human health and/or the environment, in its different development stages after the release,
must be indicated.

2.5. Infectiveness, dispersal and colonisation ability

The persistence of the micro-organism and information on its life cycle under the typical
environmental conditions of use must be indicated. In addition, any particular sensitivity of the
micro-organism to certain compartments of the environment (e.g. UV light, soil, water) must
be stated.

The environmental requirements (temperature, pH, humidity, nutrition requirements, etc.) for
survival, reproduction, colonisation, damage (including human tissues) and effectiveness of the
micro-organism must be stated. The presence of specific virulence factors shall be indicated.

The temperature range at which the micro-organism grows must be determined, including
minimum, maximum and optimum temperatures. This information is of particular value as a
trigger for studies of effects on human health (Section 5).

The possible effect of factors such as temperature, UV light, pH, and the presence of certain
substances on the stability of relevant toxins must also be stated.

Information on possible dispersal routes of the micro-organism (via air as dust particles or
aerosols, with host organisms as vectors, etc.), under typical environmental conditions relevant
to the use, must be provided.

2.6. Relationships to known plant or animal or human pathogens

The possible existence of one or more species of the genus of the active and/or, where relevant,
contaminating micro-organisms known to be pathogenic to humans, animals, crops or other
non-target species and the type of disease caused by them shall be indicated. It shall be stated
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whether it is possible, and if so, by which means to clearly distinguish the active micro-organism
from the pathogenic species.

2.7. Genetic stability and factors affecting it

Where appropriate, information on genetic stability (e.g. mutation rate of traits related to the
mode of action or uptake of exogenous genetic material) under the environmental conditions
of proposed use must be provided.

Information must also be provided on the micro-organism's capacity to transfer genetic material
to other organisms as well as its capacity to being pathogenic for plants, animals or man. If the
micro-organism carries relevant additional genetic elements, the stability of the encoded traits
shall be indicated.

2.8. Information on the production of metabolites (especially toxins)

If other strains belonging to the same microbial species as the strain subject to the application
are known to produce metabolites (especially toxins) with unacceptable effects on human health
and/or the environment during or after application, the nature and structure of this substance,
its presence inside or outside the cell and its stability, its mode of action (including external
and internal factors of the micro-organism necessary to action) as well as its effect on humans,
animals or other non-target species shall be provided.

The conditions under which the micro-organism produces the metabolite(s) (especially toxin(s))
must be described.

Any available information on the mechanism by which the micro-organisms regulate the
production of the(se) metabolite(s) shall be provided.

Any available information on the influence of the produced metabolites on the micro-organism's
mode of action shall be provided.

2.9. Antibiotics and other anti-microbial agents

Many micro-organisms produce some antibiotic substances. Interference with the use of
antibiotics in human or veterinary medicine must be avoided at any stage of the development
of a microbial plant protection product.

Information on the micro-organism's resistance or sensitivity to antibiotics or other anti-
microbial agents must be provided, in particular the stability of the genes coding for antibiotic
resistance, unless it can be justified that the micro-organism has no harmful effects on human
or animal health, or that it can not transfer its resistance to antibiotics or other anti-microbial
agents.
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Changes and effects yet to be applied to the whole legislation item and associated
provisions
– Signature words omitted by S.I. 2019/556 reg. 21(4)
– Annex Pt. A s. 8 word omitted by S.I. 2019/556 reg. 21(5)(b)(xiv)
– Annex Pt. A s. 1 point 1.4 word substituted in earlier amending provision S.I.

2019/720, Sch. 2 para. 176(2)(a)(i) by S.I. 2020/1567 Sch. 2 para. 61
– Annex Pt. A s. 1 point 1.4.1 word substituted in earlier amending provision S.I.

2019/720, Sch. 2 para. 176(2)(b) by S.I. 2020/1567 Sch. 2 para. 61
– Annex Pt. B s. 9 words omitted by S.I. 2019/556 reg. 21(5)(c)(vi)
– Art. 1(1) Art. 1 renumbered as Art. 1(1) by S.I. 2019/556 reg. 21(2)(a)
– Art. 1(2) inserted by S.I. 2019/556 reg. 21(2)(b)
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