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Introduction

The ZKBS decided at its 75" meeting in November 1997 to revise the criteria for the assess-
ment and safety classification of phytopathogenic microorganisms as donor or recipient organ-
isms for genetic engineering operations The statement applies to phytopathogenic bacteria,
oomycetes, fungi, viruses and viroids. Due to several changes in the legal basis, a revision
has become necessary. The most recent update had been carried out in April 2007. The clas-
sification criteria that proved itself over the past years were retained.

Recommendation

Criteria for allocating plant viruses, phytopathogenic bacteria, oomycetes, fungi and viroids as
donor and recipient organisms for genetic engineering operations in risk groups 1 or 2:

1. Plant viruses and phytopathogenic viroids are allocated to risk group 1 if

¢ they are spread in Germany or directly neighbouring countries,
¢ or their host plants are not spread in Germany or directly neighbouring countries,

¢ or the vectors necessary for transferring of the plant virus or phytopathogenic viroid are
not spread in Germany or directly neighbouring countries.

2. Phytopathogenic bacteria, oomycetes or fungi are allocated to risk group 1 if they are not
infectious to healthy humans or animals, and if

o they are spread in Germany or directly neighbouring countries,
¢ or their host plants are not spread in Germany or directly neighbouring countries.

Allergenic potential and/or capacity to form toxins do not lead to a higher classification of a
phytopathogenic microorganism, on condition that the host range of the microorganisms is
limited to plants. However, the potential expression of toxins must be taken into account in the
hazard assessment of genetic engineering operations in order to be able to take appropriate
measures to protect employees (see also guidebook B0O06 of the German Social Accident Pre-
vention Institution for the Raw Materials and Chemical Industry (July 2015) and TRBA 450
Classification Criteria for Biological Agents (June 2016)).
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3. Plant viruses and phytopathogenic viroids are allocated to risk group 2 if

o the plant virus or viroid is not spread in Germany or directly neighbouring countries, but
its host plants and, if applicable, vectors for transferring the virus or viroid are spread,

o or there is not enough information on the biology of a virus or viroid to allocate a risk
group.

There are currently no plant viruses or phytopathogenic viroids known that require a risk group
allocation higher than risk group 2.

4. Phytopathogenic bacteria, oomycetes or fungi are allocated to risk group 2 if

o the phytopathogenic microorganism is pathogenic to humans or animals,

¢ or the phytopathogenic microorganism is not spread in Germany or directly neighbouring
countries, but its host plants are spread,

¢ orthere is not enough information about the biology of a phytopathogenic microorganism
to allocate a safety level.

Phytopathogenic bacteria, oomycetes or fungi with a particular risk potential for humans, ani-
mals or the environment may necessitate allocation to risk group 3.

Reasoning

Phytopathogenic microorganisms can also be classified in risk group 1 as donor and recipient
organisms for genetic engineering operations on the basis of the criteria set out in Annex | No. 1
of the German Genetic Engineering Safety Regulation (GenTSV).

Humans and animals consume numerous different plant viruses and phytopathogenic viroids in
large amounts through their food and feed. No adverse effects on human or animal health are
known to date. Therefore, what is decisive in allocating plant viruses and phytopathogenic viroids
to a risk group is whether the escape of these viruses or viroids into the environment is expected
to put wild or cultivated plants at risk, e.g. by a significant increase in infection events.

Handling phytopathogenic bacteria, oomycetes or fungi potentially dangerous for humans, ani-
mals or plants must be performed in such a way as to ensure that these bacteria, oomycetes or
fungi pose no risk to humans, animals or plants.

In particular, phytopathogenic microorganisms must be prevented from entering an environment
in which they do not naturally occur but where they would be capable of infecting plants and
causing damage through their spread.
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Note

For the general handling of phytopathogenic microorganisms, the ZKBS refers to the provisions
of the Plant Protection Act and its ordinances, in particular the Plant Inspection Ordinance (PflBes-
chV), the Commission implementing regulation (EU) 2019/2072 establishing uniform conditions
for the implementation of Regulation (EU) 2016/2031 as regards protective measures against
pests of plants, and Regulation (EU) 2016/2031 on protective measures against pests of plants.
Information on the classification of phytopathogenic organisms as Union quarantine pests or
harmful organisms subject to national measures pursuant to Article 29 of Regulation (EU)
2016/2031 is provided in Annex Il of Regulation (EU) 2019/2072 and on the website of the Julius

KUhn-Institut?.
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Figure 1 — Decision matrix for risk assessment of phytopathogenic microorganisms.

2 https://pflanzengesundheit.julius-kuehn.de/risikoanalysen.html



https://pflanzengesundheit.julius-kuehn.de/risikoanalysen.html

	Position statement of the ZKBS  on criteria for the assessment and classification  of phytopathogenic microorganisms as donor and recipient organisms for genetic engineering operations
	Introduction
	Recommendation
	Reasoning
	Note

